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CLINICAL TRIAL AGREEMENT

SMLOUVA O PROVEDENI KLINICKEHO HODNOCENI

This Clinical Trial Agreement (“Agreement”) shall be valid
as of the last date of signature and effective as of the its
publication in the Contract Registry (“Effective Date”) by
and among:

Covance Clinical and Periapproval Services Ltd, Osprey

House, Westacott Way, Littlewick Green, Maidenhead, SL6
3QH UK, _ and its

affiliates (hereinafter referred to as “Covance”); and

Fakultni nemocnice Brno, Jihlavska 20, 625 00 Brno,
Czech Republic, ID: 65269705, VAT ID: CZ65269705,
(hereinafter referred to as “Institution”), and

physician of Ocni klinikka (Eye Department) of Fakultn}
nemocnice Brno, (hereinafter referred to as “Investigator”)

Whereas, Covance, Institution and Investigator are
hereinafter referred to individually as “Party” and collectively
as “Parties”;

Whereas, Covance is acting in its capacity as a contract
research organization as defined in ICH-GCP 1.20 as an
independent contractor of Santen SAS, 1 Rue Pierre
Fontaine, Batiment Genavenir IV, 91000 Evry, France
(“Sponsor”) to assist Sponsor in conducting the clinical
research study (“Study”) detailed below:

Tato Smlouva o provedeni klinického hodnoceni (,Smlouva‘)
nabyva platnosti ke dni pfipojeni posledniho podpisu a
Uéinnosti jejim uvefejnénim v registru smluv (dale jen
,Datum uéinnosti“) mezi t&émito Smluvnimi stranami:

Covance Clinical and Periapproval Services Ltd, Osprey

House, Westacott Way, Littlewick Green, Maidenhead, SL6
sor Uk, . - i

pfidruzené spolecnosti (dale jen ,Covance®) a

Fakultni nemocnice Brno, Jihlavska 20, 625 00 Brno,
Ceska republika, IC: 65269705, DIC: CZ65269705 (dale jen
,Zdravotnické zafizeni‘) a

O¢ni kliniky Fakultni nemocnice Brno (dale jen ,Zkousejici®)

Vzhledem k tomu, Ze jsou spoleCnost Covance,
Zdravotnické zafizeni a ZkouSejici zde dale oznacovani
jednotlivé jako ,Strana“ a spoleéné jako ,Strany*;

Vzhledem k tomu, Ze spole¢nost Covance jedna jakoZzto
smluvni vyzkumna organizace, jak je stanoveno ve
smérmicich ICH-GCP 1.20, jako nezavisly dodavatel
spoleénosti Santen SAS, 1 Rue Pierre Fontaine, Batiment
Genavenir 1V, 91000 Evry, Francie (dale jen ,Zadavatel®),
aby Zadavateli poskytla pomoc pfi provedeni nize uvedené
vyzkumné klinické studie (dale jen ,Studie®):

Study | Hodnoceny | [ NN |
Drug: (hereinafter referred to as “Study Drug”) pfipravek: (dale jen ,Hodnoceny pfipravek®
Protocol dg as | ||Nazev [, v
Title: amended from time to time and protokolu: | ¢as od &asu dopliovaném znéni, ktery je
incorporated  herein by  reference do této Smlouvy zalenén odkazem (dale
(hereinafter referred to as the “Protocol”) jen ,Protokol)
Protocol | | Cislo I
Number; protokolu:
Whereas, Investigator, an employee of Institution, has the | Vzhledem k tomu, Ze ZkouSejici, zaméstnanec
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knowledge and experience to undertake the Study and
Covance wishes to engage Institution and Investigator to
conduct the Study;

Whereas, Institution and Investigator desire to participate in
conducting the Study;

Whereas, the Sponsor and Institution will enter into a Data
Protection Agreement (referred to as “DPA’ and
incorporated herein by reference) relating to General Data
Protection Regulation 2016/679 in connection with clinical
trials;

Now, therefore, the Parties hereto agree as follows:

Zdravotnického zafizeni, ma znalosti a zkuSenosti k tomu,
aby se ujal Studie a spoleénost Covance si pfeje najmout
Zdravotnické zafizeni a Zkousejiciho k provedeni Studie;

Vzhledem k tomu, Ze Zdravotnické zafizeni a Zkousejici se
chtgji zt¢astnit provedeni Studie;

Vzhledem k tomu, Ze v souvislosti s klinickym hodnocenim
Zadavatel a Zdravotnické zafizeni uzavfou Dohodu o
ochrané osobnich dajd (dale jen ,DOOU*, ktera je v této
Smlouvé zallenéna odkazem), ktera se vztahuje k
Obecnému nafizeni o ochrané osobnich dajt 2016/679.

Proto nyni Strany souhlasi s nasledujicim:

1. CONDUCT OF THE STUDY

(a) Institution and/or Investigator shall ensure that all
persons who have involvement in the Study and who are
employees, independent contractors or agents of Institution
and/or Investigator, including but not limited to pharmacy,
laboratory. radiology, pathology, cardiology and nursing staff
(hereinafter “Research Staff’) have the knowledge and
experience to undertake the Study and shall accurately,
efficiently and expeditiously perform the Study in a
professional and competent manner. Institution shall ensure
and warrant compliance with the provisions and
requirements of this Agreement by Research Staff.
Wherever, in this Agreement, reference is made to
obligations which are incumbent on the Institution for
services which may be performed by Investigator or
Research Staff, such reference is intended to include
Investigator and/or Research Staff.

(b) By agreeing to the terms and conditions of this
Agreement and performing the services for Covance,
Institution represents and warrants that it and the Investigator
are not in violation of any terms and conditions of any
agreement for services or employment with any other
individual or entity.

(c) To the extent terms and conditions in this Agreement
and the Protocol conflict, the terms and conditions of the
Protocol shall control with respect to scientific, medical, patient
consent, and any other issues directly relating to the conduct of
the Study and keeping of records (e.g. case report forms)
associated therewith, and the provisions of the main body of
this Agreement shall control with respect to all other issues.

(d) Institution and Investigator agrees to perform formal
patient screening and randomisation for the Study only after
Covance has confirmed in writing (which could be via email) to
Institution that all essential documents, as defined by ICH/GCP

1. PROVEDENI STUDIE

(a) Zdravotnické zafizeni a/nebo Zkousejici zajisti, aby
vSechny osoby U€astnici se Studie, které jsou zaméstnanci,
nezavislymi dodavateli nebo zastupci Zdravotnického
zafizeni a/nebo ZkouSejiciho, zejména pracovnici lékarny,
laboratofe, radiologie, patologie i kardiologie a zdravotnicky
personal (dale jen ,Vyzkumny personal®) maji znalosti a
zkuSenosti k provedeni Studie a provedou Studii presng,
efektivné a bez pratah(, a to profesionalnim a kompetentnim
zpUsobem. Zdravotnické zafizeni zajisti a zarudi dodrzovani
ustanoveni a pozadavk( této Smlouvy Vyzkumnym
persondlem. Pokud je vtéto Smlouvé uveden odkaz na
zavazky, z nichz Zdravotnickému zafizeni plynou povinnosti
vzhledem ke sluzbam, které muze poskytovat ZkouSejici
nebo Vyzkumny persondl, takovy odkaz zahrnuje i
Zkousejiciho a/nebo Vyzkumny personal.

(b) Udélenim svého souhlasu s podminkami této
Smlouvy a provedenim sluzby pro spole¢nost Covance
Zdravotnické zafizeni prohlaSuje a potvrzuje, ze Zdravotnické
zafizeni ani Zkousejici neporuduji podminky jakékoli smlouvy
na sluzby nebo pracovni smlouvy s Zadnou jinou fyzickou ¢i
pravnickou osobou €i jinym subjektem.

(c) V piipadé rozporu mezi podminkami této Smiouvy a
Protokolu se védeckeé a lékarské otazky, jakoz i otazky tykajici
se souhlasu subjektu, a veSkeré dalsi otazky, které pfimo
souviseji s provadénim Studie a vedenim souvisejicich
zaznamu (napf. formulafe zprav), se budou Fidit podminkami
Protokolu, pfi¢emZ ustanovenimi hlavniho textu této Smiouvy
se budou fidit vSechny dal$i otazky.

(d) Zdravotnické zafizeni a ZkouSejici se zavazuiji provést
formalini skrining subjekt a randomizaci pro Studii az poté, co
spole¢nost Covance pisemné (coz muze byt i prostiednictvim
e-mailu) Zdravotnickému zafizeni potvrdi, Ze byly vypracovany
vdechny podstatné dokumenty, jak je definuje smérnice
ICH/GCP nebo jeji ekvivalent, a Ze bylo ziskano povoleni od
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or equivalent standard, are in place and proper or appropriate
Ethics Committee, Regulatory Authority and/or other
competent authority approval has been received.

pfislusné Etické komise, Kontrolniho Ufadu a/nebo jiného
pfislusného Uradu.

2, APPLICABLE LAW

Institution and Investigator  shall ensure the Study is
conducted in accordance with the Protocol, this Agreement,
written instructions  from  Sponsor or  Covance
(“Instructions”), relevant professional standards of medical
practice, all applicable international, federal, state and local
laws, guidelines, rules and regulations, applicable privacy
laws, including Data Protection Laws as defined in DPA,
rules and regulations and ICH-GCP  Guidelines
(CPMP/ICH/135/95), whether or not enacted by the local
country laws where Institution/Investigator is located.

Institution warrants that it shall comply with all applicable
data protection legislation, including but not limited to the
provisions of the General Data Protection Regulation
2016/679 (hereinafter the “GDPR”), in respect of the
processing of all data to be processed under this Agreement
that constitutes Personal Data (as defined in GDPR).

2, PLATNE PRAVNI PREDPISY

Zdravotnické zafizeni a ZkouSejici provedou Studii v souladu
s Protokolem, touto Smlouvou, pisemnymi pokyny
Zadavatele nebo spoleénosti Covance (dale jen ,Pokyny*),
pfisluSnymi profesnimi normami |ékafské praxe, vSemi
pfisluSnymi mezinarodnimi, federalnimi, statnimi a mistnimi
zakony, smérnicemi, pravidly a pfedpisy, z&kony na ochranu
soukromi, vcetné Zakonl na ochranu osobnich udajd
definovanych v DOOU, pravidly a pfedpisy a smérnicemi
ICH-GCP (CPMP/ICH/135/95), bez ohledu na to, zda jsou
soucasti pravniho fadu statu, kde se Zdravotnické zafizeni /
ZkouSejici nachazi.

Zdravotnické zafizeni zaruCuje, ze bude dodrzovat vSechny
platné zakony na ochranu osobnich (daju, zejména
ustanoveni obecného nafizeni o ochrané osobnich Udaju
2016/679 (dale jen ,GDPR®) ohledné zpracovani vSech
Udaju, které maiji byt zpracovany podle této Smlouvy a které
jsou Osobnimi udaji (ve smyslu GDPR).

3. OBLIGATIONS

(a) Anti-Bribery & Anti-Corruption

Institution and Investigator shall not and shall cause its
Research Staff to not directly or indirectly pay or promise to
pay, or authorize the payment of any money, or give,
promise to give or authorize the giving of anything of value
to any person or entity, whether governmental, quasi-
governmental or private, to obtain or retain business or
secure improper advantage for Covance or for Sponsor.
Institution and Investigator shall not and shall cause its
Research Staff to not directly or indirectly receive or solicit
any money or anything of value from any person or entity,
whether governmental, quasi-governmental or private, in
order to secure an improper advantage to such person or
entity. Institution and Investigator will not take any action
which could render Covance or Sponsor liable under any
other applicable laws for the prevention of fraud, corruption,
racketeering, money laundering and/or terrorism.

(b) Anti-Human Trafficking and Ethical Labor

Institution shall not directly or indirectly engage in severe
forms of trafficking in persons, procure commercial sex acts,
or use forced labor or unlawful child labor in the performance
of the Study; destroy, conceal, confiscate, or otherwise deny
access by an employee to the employee’s identity
documents, such as passports or drivers’ licenses; use
misleading or fraudulent practices during the recruitment of
employees or offering of employment, such as failing to

3. POVINNOSTI

(a) Proti uplaceni a proti korupci

Zdravotnické zafizeni a ZkouSejici nesmi pfimo ani nepfimo
zaplatit, slibit nebo autorizovat zaplaceni penéz, ani
poskytnout, slibit & autorizovat poskytnuti  Eehokoli
hodnotného jakékoliv osob& nebo subjektu, at' uz se jedna
o osobu & subjekt viadni, kvazi-vladni nebo soukromy, s
cilem ziskat nebo zachovat obchodni vztah &i zajistit jinou
neopravnénou vyhodu pro spoleCnost Covance nebo pro
Zadavatele, a zajisti, ze tak neucini ani Vyzkumny personal.
Zdravotnické zafizeni a ZkouSejici nebudou pfimo (i
nepfimo pfijimat ani vyZadovat penize ani jakoukoli cennou
véc od Zadné osoby ¢i subjektu, at' uz se jedna o osobu &i
subjekt vladni, kvazi-vladni nebo soukromou, s cilem ziskat
od této osoby i subjektu neopravnénou vyhodu, a zajisti, ze
tak neucini ani Vyzkumny persondl. Zdravotnické zafizeni a
Zkousejici nepodniknou zadné kroky, které by mohly
spoleCnost Covance nebo Zadavatele Cinit odpovédnym
podle jinych platnych pravnich pfedpist o boji proti
podvodim, korupci, vydirani, prani Spinavych penéz a/nebo
terorismu.

(b) Zakaz pasovani lidi a eticka prace

Zdravotnické zafizeni se nesmi pfimo ani nepfimo podilet na
krutych formach paSovani osob, kuplifstvi nebo pouZzivat
nucenou praci i nezékonnou détskou praci pfi provadéni
Studie; znicit, skryt, zabavit nebo jinak odepfit pfistup
prostfednictvim zaméstnance k osobnim dokumentim
zaméstnance, jako jsou pasy nebo fidi¢ské prikazy; pouzivat
zavadéjici  nebo podvodné praktiky béhem néboru
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disclose in a format and language accessible to the worker,
basic information or making material misrepresentations
during the recruitment of employees regarding key terms
and conditions of employment, including wages and fringe
benefits, the location of work, the living conditions and
housing, any significant costs to be charged to the
employee, and, if applicable, the hazardous nature of the
work; use recruiters that fail in any way to comply with local
labor laws of the country in which the recruiting took place;
use recruiters that charge “recruiting fees” to employees;
provide or arrange housing that fails to meet the host
country and safety standards; fail to provide a written
employment contract, recruitment agreement, or similar work
paper, if required by law or contract, in the employee’s
native language at least five days before the employee parts
from his or her country of origin; or fail to provide or
reimburse return transportation costs upon the end of
employment for employees who were brought into a country
for the purpose of performance of this contract.

Furthermore, Institution shall cooperate with Covance and/or
Sponsor and participate in any investigations, audits, or
other reviews resulting from an alleged violation of the
representations made above, whether formal or informal, as
reasonably requested by Covance, Sponsor or its delegates.
Such cooperation does not require the waiver of any existing
attorney-client privilege by Investigator and/or Institution or
any right of Investigator and/or Institution or any of their
officers, principals, owners, employees or agents not to self-
incriminate.

Notwithstanding any other provision herein, the obligation of
Covance to enter into any order under this Agreement shall
be, at all times, subject to its ability to do so in a manner
consistent with all applicable anti-boycott laws and
regulations. Covance shall not be required to take, or to
refrain from taking, any action where to do so would be
inconsistent with or penalized under applicable anti-boycott
laws.

(c) Investigator Obligations

Investigator agrees to and will ensure that Research Staff
devote his/her/their best efforts to accurately and efficiently
perform the work required under this Agreement, which
efforts shall include by are not limited to the following:

(i) exercise of independent medical judgment as
to the compatibility of each Study patient with
the Protocol requirements;

(i) notification of Covance and Sponsor, if
required of any deviations from or failure to

zaméstnancl nebo nabizeni zaméstnani, jako je
nezpfistupnéni zakladnich informaci ve formatu a jazyku
srozumitelném pro pracovnika nebo zévazna uvedeni v omyl
béhem naboru zaméstnancli ohledné klicovych podminek
zaméstnani vCetné mezd a zaméstnaneckych vyhod, mista
vykonu prace, Zzivotnich podminek a bydleni, jakychkoliv
vyznamnych nakladu, které se budou zaméstnanci Uétovat a,
bude-li to vhodné, nebezpetné povahy prace; pouzivat
naborare, ktefi jakymkoliv zplsobem porusuji mistni
pracovni zaékony zemé, kde nabor probiha, pouzivat
naborare, ktefi UCtuji zaméstnancum ,naborové poplatky”,
poskytovat i sjedndvat ubytovani, které nespliiuje normy
hostitelské zemé a bezpe€nostni standardy; neposkytnout
pisemnou pracovni smlouvu, naborovou smlouvu nebo
podobny pracovni doklad, pokud to zakon & smlouva
pozaduje, v rodném jazyce zaméstnance nejméné pét dnl
pfedtim, nez zaméstnanec odejde ze své zemé pivodu;
nebo neuhradit ¢i neproplatit néklady na zpétnou pfepravu
po skonéeni zaméstnani zaméstnancim, ktefi byli pfivedeni
do zemé za ucelem plnéni této smlouvy.

Zdravotnické zafizeni navic bude spolupracovat se
spoleénosti Covance a/nebo Zadavatelem a UCastnit se
veSkerych Setfeni, auditd nebo jinych kontrol, které vyplynou
z udajného porudeni shora ucinénych ujiSténi, at jiz
formalnich ¢i neformalnich, jak to pfiméfené pozaduje
spole¢nost Covance, Zadavatel nebo jeho zastupci. Takova
spoluprace nevyzaduje zfeknuti se jakychkoliv stavajicich
prav vyplyvajicich ze vztahu mezi advokatem a jeho klientem
ze strany ZkouSejiciho a/nebo Zdravotnického zafizeni nebo
jakéhokoliv prava ZkouSejiciho a/nebo Zdravotnického
zafizeni nebo kteréhokoliv z jejich vedoucich pracovnikd,
¢lenl predstavenstva, vlastnik(, zaméstnanci nebo
zastupcl nezplsobit sobé trestni stihani.

Aniz by tim bylo dotéeno jakékoliv jiné ustanoveni této
Smlouvy, povinnost spoleénosti Covance spinit objednavku
podle této Smlouvy je po celou dobu podfizena jeji
schopnosti tak ucinit zpusobem, ktery je ve shodé se viemi
platnymi pravnimi pfedpisy proti bojkotu. Spolenost
Covance neni povinna provést jakoukoliv Cinnost, Ci se
takové Cinnosti zfeknout, kdy by to bylo v rozporu s platnymi
pravnimi pfedpisy proti bojkotu Ci by to bylo jimi postihovano.

(c) Povinnosti Zkousejiciho

ZkouSejici rovnéz souhlasi a zajisti, aby jeho Vyzkumny
personal vynalozil maximalni Usili k pfesnému a efektivnimu
provadéni praci pozadovanych podle této Smlouvy, pficemz
se zejména zavazuije:

(i) provést nezdvislé lékarské posouzeni, zda
jednotlivé  subjekty  hodnoceni  splfiuji
poZadavky Protokolu;

(i) spoleénost Covance a Zadavatele informovat
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comply with the Protocol;

promptly replying to any questions from
Covance or Sponsor regarding any matter
related to the Study;

promptly notifying Covance of any significant
changes that occur at any time during the
Study which may affect the Investigator ability
to conduct the Study, including but not limited
to, changes in personnel involved in the
Study.

(i)

(V)

Institution Obligations

(i) Institution agrees that its Research Staff will
devote their best efforts to accurately and
efficiently perform the work required under this
Agreement, which efforts shall include but are
not limited to items (i) through (iv) listed in
section 3(c) above.

(i) Institution guarantees that the appropriate
facilities (including any equipment, but
excluding those to be provided by Covance on
behalf of Sponsor to Institution) necessary
and adequate for conducting the Study are
available at Institution.

o jakychkoliv  pfipadnych  odchylkach  od
Protokolu nebo jeho nedodrzeni;

neprodlené odpovidat na vSechny dotazy
spoleCnosti Covance nebo Zadavatele na
jakékoli zaleZitosti tykajici se Studie;
neprodlené spolecnost Covance informovat
o veSkerych vyznamnych zménach, které se
vyskytnou kdykoli v pribéhu Studie a které
mohou mit vliv na schopnost Zkous$ejiciho
provést Studii, zejména o zménach pracovnikl
U€astnicich se Studie.

Povinnosti Zdravotnického zafizeni

() Zdravotnické zafizeni souhlasi, Ze jeho
Viyzkumny personal vynaloZi maximalni
usili k pfesnému a efektivnimu provadéni
praci poZzadovanych podle této Smlouvy,
pficemz se zejména zavazuje k pInéni obsahu
polozek (i) az (iv) uvedenych v oddile 3(c)
vyse.

(if) Zdravotnické zafizeni zaruCuje, Ze ma ve
Zdravotnickém zafizeni k dispozici vhodné
prostory nezbytné a vhodné pro provedeni
Studie (véetné vSeho vybaveni vyjma toho,

které  poskytne spoleénost Covance
Zdravotnickemu zarfizeni jménem
Zadavatele).

4, SCHEDULE _AND NUMBER _OF STUDY
PATIENTS

Institution and Investigator shall use their/his/her best efforts
to recruit and enroll approximately . patients unless
otherwise agreed to by Covance, for the Study according to
the inclusion and exclusion criteria and time schedule
specified by the Protocol. Institution and Investigator shall
stop enrollment in accordance with prior written Instructions.

4, HARMONOGRAM A POCET SUBJEKTU STUDIE
Zdravotnické zafizeni a ZkouSejici vynalozi maximalni Usili
pro nabor a zafazeni priblizné i subjektt do Studie, neni-li
se spoleCnosti Covance dohodnuto jinak, podle kritérii pro
zafazeni a vylouCeni a harmonogramu uvedeného v
Protokolu. Zdravotnické zafizeni a ZkouSejici zastavi
zarazovani v souladu s pfedchozimi pisemnymi pokyny.

5. PERSONAL DATA OF THE INVESTIGATOR AND
RESEARCH STAFF

(a) In order to comply with their obligations under
applicable privacy and data security laws, Institution and
Investigator agrees to comply with the terms of DPA in
relation to Data Protection.

(b) Covance may make available such Personal
Information to affiliated companies of Sponsor and/or
Covance, legal and regulatory agencies and authorities.

(c) Institution warrants that it has obtained the
necessary consents of the Research Staff in accordance
with applicable data protection laws for the collection,
processing, storage and transfer of their Personal

5. OSOBNi  UDAJE  ZKOUSEJICIHO A
VYZKUMNYCH PRACOVNIKU

(a) V z&mu spInéni svych povinnosti podle platnych
zakonl o ochrané soukromi a bezpeénosti Udajl souhlasi
Zdravotnické zafizeni a ZkouSejici s tim, Ze budou

v souvislosti s ochranou udaji dodrzovat podminky DOOU.

(b) Spolecnost Covance muze zpfistupnit osobni Udaje
svym pfidruzenym spoleCnostem a/nebo pfidruzenym
spolecnostem Zadavatele a pravnim a kontrolnim agenturam
a Uradim.

(c) Zdravotnické zafizeni zaruCuje, ze v souladu
s platnymi pravnimi pfedpisy na ochranu osobnich udaju
ziskalo potfebné souhlasy vyzkumného personélu pro sbér,
zpracovani, ukladani a predavani jejich Osobnich Udaju pro
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Information for the above mentioned purposes.

(d) In relation to all Personal Data, Institution warrants
and undertakes that it will comply in particular with the
provisions and related obligations set out in the DPA.

(e) The Parties agree hereby that nothing within the
present Agreement relieves the Institution of its own direct
responsibilities and liabilities under the GDPR

vySe uvedené ucely.

(d) Zdravotnické zafizeni prohlaSuje a zaruCuje, ze
bude v souvislosti se vSemi Osobnimi udaji dodrzovat
zejména ustanoveni a souvisejici povinnosti uvedené v
DOOU.

(e) Strany timto souhlasi, Ze nic z této Smlouvy
nevyvazuje Zdravotnické zafizeni z jeho vlastnich pfimych
povinnosti a zavazku plynoucich z GDPR.

6. CONFIDENTIALITY

(a) Institution and Investigator shall not, and Institution
shall ensure that Research Staff shall not disclose to any
third party or use for any purposes other than for the
performance of the Study any data, records or other
information disclosed to Institution and Investigator by
Covance, Sponsor, Sponsor's independent contractors or
generated as a result of this Study (hereinafter, collectively
"Information") without the prior written consent of Sponsor.
Such Information shall remain the confidential and
proprietary property of Sponsor and shall be disclosed only
to the Investigator and Research Staff bound by obligations
of confidentiality consistent with this Agreement who have a
‘need to know” for the performance of the Study. The
obligation of nondisclosure shall not apply to the following
Information:

()  Information that is or becomes publicly
available through no fault of Institution,
Investigator or Research Staff;

(i)  Information that is disclosed to Institution,
Investigator, and/or Research Staff by a third
party legally entitled to disclose such
information in a non-confidential fashion;

(i) Information that is already known to
Institution, Investigator, and/or Research Staff
as shown by its prior written records;

(iv) Information required to be disclosed to a

government authority or by order of a court of
competent jurisdiction, provided that to the
extent permissible by law (i) such disclosure
is subject to all applicable governmental or
judicial protection available for like material
and Institution cooperates with Sponsor in
seeking such protection as reasonably
requested thereby; (ii) reasonable advance
notice is given to Sponsor; and (iii) Institution,
Investigator, and/or Research Staff shall take
reasonable steps to limit the scope of such
disclosure.

6. DUVERNOST

(a) Zdravotnické zafizeni a ZkouSejici nesmi zpfistupnit
a Zdravotnické zafizeni musi zajistit, aby Vyzkumny personal
nezpfistupnil za&dnym tfetim strandm nebo nepouzil pro
Zadné jiné Ucely nez pro UCely Studie Zadné Udaje, zaznamy
nebo jiné informace poskytnuté Zdravotnickému zafizeni a
ZkouSejicimu  spole€nosti  Covance,  Zadavatelem,
nezavislymi dodavateli Zadavatele nebo vytvofené v
dusledku Studie (dale jen souhrnné ,Informace®) bez
pfedchoziho pisemného souhlasu Zadavatele. Takové
informace zGstanou i nadéale ddvérym a soukromym
majetkem Zadavatele a budou zpfistupnény pouze
Zkousejicimu a  Vyzkumnému persondlu  vazanému
povinnosti mi¢enlivosti v souladu s touto Smlouvou, ktery je
L,potfebuje znat* k provedeni Studie. Zavazek miéenlivosti se
nebude vztahovat na nasledujici Informace:

(i) Informace, které jsou nebo se stanou vefejné
dostupnymi  bez zavinéni Zdravotnického
zafizeni, ZkouSejiciho nebo Vyzkumného
personalu;

(i) Informace, které Zdravotnickému zafizeni,

ZkouSejicimu a/nebo Vyzkumnému personalu

zpfistupni tfeti strany opravnéné zpfistupnit

takové informace zpUsobem, ktery nevyzaduje
zachovani dvérnosti;

Informace, které jsou jiz Zdravotnickému

zafizeni, ZkouSejicimu a/nebo Vyzkumnému

persondlu znamy, jak dokazuji pfedchozi
pisemné zaznamy;

Informace, které musi byt sdéleny organu

statni spravy nebo na zakladé pfikazu

pfislusného soudu za predpokladu, Ze v

zakonem povoleném rozsahu (i) se na takové

zpfistupnéni vztahuje veSkera vefejnopravni
nebo soudni ochrana dostupna pro podobny
material a Zdravotnické zafizeni spolupracuje
se Zadavatelem v jeho Usili dosahnout takové

ochrany, jakou mlZze pfiméfené pozadovat; (ii)

je Zadavatel s pfiméfenym pfedstihem

upozornén; a (i) Zdravotnické zafizeni,

ZkouSejici a/nebo Vyzkumny personal ucini

pfimérené kroky k omezeni rozsahu takového
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zpfistupnéni.

1. STUDY DRUG

(a) Institution and Investigator will be provided with
sufficient amounts of the Study Drug solely for the purposes
of the conduct of the Study, free of charge. Available
information on the Study Drug, which Sponsor considers
necessary or useful for conducting the Study, will also be
provided.

(b) Institution agrees to limit access to the Study Drug to
only Research Staff who, under Investigator’s direct control,
will be engaged in using the Study Drug as contemplated by
the Protocol

(c) Investigator will maintain a record of receipt and
dispensing of the Study Drug.

(d) Upon completion of the Study or early termination
thereof, all unused Study Drug, compounds, devices,
Covance or Sponsor provided equipment, and related Study
materials furnished to Institution and Investigator by or on
behalf of Sponsor or Covance shall be returned as directed
by Covance at no cost to the Institution or Investigator.

(e) Institution and Investigator acknowledges that the
Study Drug is experimental in nature, and therefore shall
exercise prudence and reasonable care in, and comply with
any Instructions regarding, the use, handling, secure
storage, transportation, disposition and containment of the
Study Drug, including any derivatives thereof.

(f) The Institution and Investigator hereby undertakes:

(i) that it will use the services of hospital
pharmacy Nemocnicni lekarna  Fakultni
nemocnice Brno (hereinafter the “Pharmacy”),
contact person
I (hcreinafter
“Pharmacist’) for receipt storage and
distribution of the Study Drug

(i) that the Study Drug shall be handled in
accordance to good pharmacy, storage and
distribution practice according to Act No.
378/2007 Sb., Collection of Laws, on
therapeutic agents amended by Regulation
No. 226/2008 Sb., Collection of Laws, on
good clinical practice and the detailed
conditions of the clinical assessment of
therapeutic agents and in accordance to
Regulation No. 229/2008 Sb., Collection of

7. HODNOCENY PRIPRAVEK

(a) Zdravotnickému  zafizeni  bude  bezplatné
poskytnuto dostateéné mnozstvi Hodnoceného pfipravku, a
to vyhradné pro Ucely provadéni Studie. Rovnéz budou
poskytnuty dostupné informace o Hodnoceném pfipravku,
které Zadavatel povaZuje za nutné nebo uZitené pro
provadéni Studie.

(b) Zdravotnické zafizeni se zavazuje, Ze omezi pfistup
k Hodnocenému pfipravku pouze na Vyzkumny personal,
ktery bude pod pfimou kontrolou Zkousejiciho pouzivat
Hodnoceny pFipravek zptsobem dle Protokolu

(c) ZkouSejici povede zaznamy o pfijmu a vydeji
Hodnoceného pfipravku.

(d) Po dokongeni Studie nebo jejim predéasném
ukonéeni se veSkery nepouZzity Hodnoceny pfipravek,
preparaty, zafizeni, vybaveni poskytnuté spoleCnosti
Covance nebo Zadavatelem a souvisejici materialy pro
hodnoceni  poskytnuté  Zdravotnickému  zafizeni a
ZkouSejicimu Zadavatelem nebo spole¢nosti Covance i
jejich jménem musi vratitpodle pokynu spole¢nosti Covance,
pficemz Zdravotnické zafizeni ani ZkouSejici neponesou
naklady na jejich vraceni Ci zni¢eni.

(e) Zdravotnické zafizeni a ZkouSejici berou na
védomi, Ze Hodnoceny pfipravek je experimentalni 1&¢ivo, a
proto musi postupovat obezfetné a opatrné a dodrzovat
vSechny Pokyny tykajici se pouZziti, zachazeni, bezpecného
skladovani, pfenosu, likvidace a ochrany Hodnoceného
pfipravku, véetné vech jeho derivat.

timto

() Zdravotnické  zafizeni

zavazuiji:

a Zkousejici  se

(i)  Ze budou vyuZivat sluzeb Nemocnicni lékarmny

Fakultni nemocnice Brno (dale jen ,Lékarna®),
kontaktni osoba

(dale jen ,Lékamnik®) pro skladovani na pfijmu
a distribuci Hodnoceného pfipravku

(i) ze s Hodnocenym pfipravkem bude nakladano
v souladu se spravnou lékarenskou,
skladovaci a distribuni praxi podle zakona €.
378/2007 Sb., o IéCivech, ve znéni vyhlasky €.
226/2008 Sb., o spravné Kklinické praxi a
blizSich podminkach klinického hodnoceni
léCivych pripravkd, a v souladu s vyhlaSkou &.
229/2008 Sb., o vyrobé a distribuci I&Civ,
vCetné stavajicich vyjimek.
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Laws, on the manufacture and distribution of
therapeutic  agents  including  current
exceptions.

8. REPORTING STUDY DRUG SAFETY

Study Drug safety reporting shall be conducted strictly as
per Protocol and ICH-GCP

8. HLASENI _ BEZPECNOSTI  HODNOCENEHO
PRIPRAVKU
HlaSeni bezpeénosti Hodnoceného pfipravku musi byt

provedeno vyhradné podle Protokolu a smérnice ICH-GCP.

9. DEREGISTRATION

Institution, on behalf of itself, the Investigator and its
Research Staff represents and warrants that neither it, nor
any other person retained by it to perform the Study
pursuant to this Agreement (i) has previously been “struck-
off’, debarred, deregistered or otherwise had it/his/her right
to conduct clinical studies revoked by any national, foreign
or international authority/organization, (i) is aware of the
initiation ~ of any  proceedings  involving  his/her
disqualification, deregistration or debarment, or (iii) has
been charged with crimes resulting in the revoking of such
right. Institution, on behalf of itself and its Research Staff
and Investigator shall inform Covance without delay should
any revocation, deregistration or debarment be announced
during the Study.

9. ZRUSENI REGISTRACE

Zdravotnické zafizeni svym jménem a jménem Zkousejiciho
a svého Vyzkumného personalu samostatné prohlasuji a
zaruCuji, Ze on sam ani zadna jind osoba, které zadal
provadéni Studie podle této Smlouvy, (i) nebyla v minulosti
Svyskrtnuta®, vylou€ena, odregistrovana ani i jakykoli
narodni, zahraniéni nebo mezinarodni orgén ¢&i organizace
neodnala pravo provadét klinické studie, (i) si neni védoma
zahajeni jakéhokoli fizeni souvisejiciho s jejim vyloucenim,
zruSenim registrace nebo vylouCenim, nebo (iii) nebyla
obvinéna z trestnych ¢&ind s dusledkem odejmuti takového
prava. Zdravotnické zafizeni svym jménem a jménem
Zkousejiciho a svého Vyzkumného personélu jsou povinni
spole¢nost Covance bez odkladu informovat, pokud b&hem
provadéni Studie dojde k odejmuti, zruSeni registrace nebo
vylouceni.

10. AUDIT, MONITORING AND INSPECTION

(a) Institution and Investigator shall cooperate with
Covance, Sponsor, and any governmental or regulatory
authorities in their efforts to monitor, audit, or inspect the
progress of the Study at Institution.  Authorized
representatives of Covance and Sponsor shall have the
right, upon reasonable advance notice, and during regular
business hours, to:

() examine and inspect the Institution and
Investigator's  faciliies used for the
performance of the Study;

(ii) inspect and copy all data and work products
related to the Study; and

(i) - examine source documents and other medical

records of Study patients reasonably
necessary to monitor the Study.

(b) In the event Institution or Investigator receives
notice that Institution or Investigator shall be the subject of
an investigation or audit by any governmental or regulatory
authority, the Party receiving such notice shall notify
Covance immediately. In the event the Party does not
receive prior notice of said investigation or audit, the Party
shall notify Covance as soon as practicable after receiving
knowledge of said investigation or audit. Institution or
Investigator will provide Covance and Sponsor copies of all

10.  AUDIT, MONITOROVANI A INSPEKCE
(a) Zdravotnické  zafizeni a  ZkouSejici  musi
spolupracovat se spole¢nosti Covance, Zadavatelem a
pfisluSnymi statnimi a kontrolnimi ufady v jejich Usili
o sledovani, audit nebo kontrolu pribéhu Studie ve
Zdravotnickém zafizeni. Povéfeni zastupci spole¢nosti
Covance a Zadavatele maji na zékladé upozornéni
ucinéného s pfiméfenym predstihem a v béZné pracovni
dobé tato prava:
(i)  zkoumat a kontrolovat prostory Zdravotnického
zafizeni vyuZivané pro provadéni Studie;
(i) kontrolovat a kopirovat veSkera data a
vysledky prace spojené se Studii a
(i) zkoumat zdrojové dokumenty a jiné Iékafské
zaznamy o subjektech Studie, které jsou
pfiméfené nezbytné ke sledovani Studie.

(b) V pfipadé, Ze Zdravotnické zafizeni nebo Zkousejici
obdrZi ozndmeni, ze Zdravotnické zafizeni nebo Zkousejici
maji byt pfedmétem vySetfovani nebo auditu ze strany
jakéhokoliv statniho nebo kontrolniho ufadu, musi Strana,
ktera takovéto oznameni obdrzela, neprodlené informovat
spoleCnost Covance. V pfipadé, ze tato Strana neobdrzi
predchozi oznameni o zminéném vySetfovani nebo auditu, je
o tom povinna informovat spole¢nost Covance co nejdfive

Covance Master Czech Institution & Investigator Agreement Template FINAL

Version 1, 17Aug2018. Translated into Czech on 19Nov2019.

Page 8 of 29/Strana 8 z 29




Covance Ref:

Protocol Ref/ Cislo Erotokolu: [

Covance Master Template: Version 1, 17Aug2018
Sponsor/Study Approved Template: Version 3, Dec2018

Study specific materials, external correspondence,
statements, forms and records that Institution or Investigator
receives, obtains or generates pursuant to any such
investigation, including providing Covance and Sponsor a
reasonable opportunity to comment in advance on any
correspondence generated by Institution or Investigator to
the appropriate authority.

(c) Institution and/or Investigator shall promptly correct
all errors identified by Sponsor, Covance or their
representatives during any audit, as well as any items that
are identified as being non-compliant with the Protocol, ICH-
GCP Guidelines or with Institution/Investigator's obligations
under this Agreement.

poté, co se dozvi o zminéném vySetfovani nebo auditu.
Zdravotnické zafizeni nebo ZkouSejici poskytne spoleCnosti
Covance a Zadavateli kopie vSech specifickych materiall
o Studii, externi korespondence, pfikazi, formulafi a
zaznamu, které Zdravotnické zafizeni nebo ZkouSejici
obdrzi, ziska ¢&i vytvofi na z&kladé takového vySetfovani, a
poskytne také spoleCnosti Covance a Zadavateli pfiméfenou
moznost se pfedem vyjadfit k veSkeré korespondenci, kterou
Zdravotnické zafizeni nebo ZkouSejici pro dany ufad vytvofi.

(c) Zdravotnické  zafizeni  a/nebo  ZkouSejici
bezodkladné opravi vSechny chyby zjisténé Zadavatelem,
spolenosti  Covance nebo jejich zastupci v prubéhu
jakéhokoli auditu, jakoz i veSkeré polozky oznaCené za
neodpovidajici  Protokolu, smérnici ICH-GCP  nebo
povinnostem Zdravotnického zafizeni / Zkou$ejiciho podle
této Smiouvy.

1. PUBLICATION

(a) All data or results arising out of the performance of
this Study shall be considered Information as defined above
and shall not be used for the commercial benefit of
Institution, Investigator, or Research Staff.

(b) Any and all data resulting from the Study will not be
presented or published in any form or media by the
Institution, Investigator or Research Staff without the prior
written consent of Sponsor.

In accordance with the law 340/2015 Coll. on Registry of
Contracts, this Agreement and/or any amendment shall be
published on the Ministerial Contract Registry within thirty
(30) days from last signature. The Parties agree that
Institution shall publish this Agreement, its Exhibits and any
future amendments, and shall limit its disclosure to the
information required by law.

Prior to publication, the Covance shall remove all information
related to confidential Information, personal data, and
business and trade secrets, as defined by the Civil Code
from the Agreement to be published (Excluded
Information), including, without limitation, the Protocol, the
investigator brochure and the budget exhibit detailing the
costs per procedures. Only the expected total study budget
(contract value) shall be published.

The Covance/Sponsor shall draft the final form of the
Agreement (Draft Publication Document) for publication
(which shall not contain any Excluded Information) and shall
submit the Draft Publication Document to the Sponsor for
review. The Agreement shall only be executed after the
parties have agreed the final form and format of the
Agreement for publication on the Ministerial Contract

11.  ZVEREJNENI
(a) Veskeré udaje nebo vysledky vzeslé z provadéni
této Studie budou povaZovéany za Informace podle vyse
uvedené definice, a nebudou pouzivany pro komercni
prospéch  Zdravotnického zafizeni, Zkou$ejiciho ani
Vyzkumného personalu.

(b) Zdravotnické zafizeni, ZkouSejici ani Vyzkumny
personal nebude prezentovat ani nezvefejni zadné Udaje
pochézejici ze Studie v Zadné podobé ani médiu bez
predchoziho pisemného souhlasu Zadavatele.

V souladu se zakonem ¢&. 340/2015 Sb., o registru smluv,
bude tato Smlouva a/nebo jeji dodatky zvefejnéna v registru
smluv ve Ihaté ftficeti (30) dnG od pfipojeni posledniho
podpisu. Strany souhlasi s tim, aby Zdravotnické zafizeni
zvefejnilo tuto Smlouvu, jeji Pilohy a budouci dodatky a
omezilo jeji zvefejnéni jen na informace poZadované ze
zakona.

Pfed zvefejnénim Covance vymaze ze Smlouvy vSechny
informace, které jsou povazovany za duvémné Informace,
osobni Udaje a obchodni tajemstvi, jak jsou definovany
v ObCanském zakoniku (Vynhaté informace), mimo jiné
Protokol, soubor informaci pro zkouSejiciho a rozpodet
uvadéjici naklady jednotlivych postupt. Zvefejnén bude
pouze predpokladany celkovy rozpoCet studie (hodnota
smlouvy).

Covance/Zadavatel pfipravi kone¢nou podobu Smlouvy
(Navrh dokumentu ke zvefejnéni) ke zvefejnéni (ktery
nebude obsahovat vydaté informace) a tento navrh
dokumentu ke zvefejnéni predloZi Zadavateli ke kontrole.
Smlouva bude uzavfena az poté, co se strany shodnou na
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Registry (Final Document).

The Institution agrees to publish the Final Document and
complete the metadata on the Ministerial Contract Registry
within 5 working days after final signature of the Agreement.
The Institution shall add Covance Databox ID and email

as a secondary
recipient.  If the Institution fails to publish the Final
Document within the time specified above, or at the latest
within twenty (20) days from final signature of the
Agreement, the Sponsor/Covance reserves the right to
publish the Final Document and shall notify the Institution in
writing of such publication. The Parties understand that the
Institution shall not be initiated until the Final Document has
been published.

koneéné podobé a formatu Smlouvy ke zvefejnéni v registru
smluv (Koneény dokument).

Zdravotnické zafizeni se zavazuje zvefejnit Konecny
dokument a vyplInit metadata v registru smluv ve Ihité do 5
pracovnich dni po pfipojeni posledniho podpisu na Smiouvu.
Zdravotnické zafizeni jako druhého pfijemce uvede

identifikadni Udaje datové schranky spoleénosti Covance a
jeji e-mailovou adresu h
V pfipadé, Ze Zdravotnické zafizeni nezvefejni Koneny
dokument ve Ih(té uvedené vySe nebo nejpozdéji ve Ihuté
dvaceti (20) dni od pfipojeni posledniho podpisu na
Smlouvu, Zadavatel / spoleCnost Covance si vyhrazuje pravo
zvefejnit koneCny dokument a pisemné o tomto kroku
informovat Zdravotnické zafizeni. Strany berou na védomi,
Ze ve Zdravotnickém zafizeni nedojde k zahajeni studie,
dokud nebude zvefejnén Koneény dokument.

12. DATA AND REPORTS

Institution and/or Investigator shall submit all data, reports,
queries, and other requested information in a timely manner.
Institution shall maintain Study reports as required by the
Protocol and Instructions. Institution and/or Investigator
agrees to provide Covance with the data called for in the
Protocol via the appropriate electronic data capture system
in accordance with the schedule communicated by Covance
and in compliance with the Electronic Access Terms and
Conditions attached hereto as Exhibit A and incorporated by
reference into this Agreement.

12.  UDAJE A ZPRAVY

Zdravotnické zafizeni alnebo ZkouSejici predloZi veSkeré
Udaje, zpravy, dotazy a dalSi pozadované informace véas.
Zdravotnické zafizeni je povinno vést zpravy ze Studie, jak
vyzaduje Protokol a Pokyny. Zdravotnické zafizeni a/nebo
ZkouSejici se zavazuje poskytnout spoleénosti Covance
Udaje pozadované v Protokolu prostrfednictvim pfislusného
elektronického  systému  shbéru dat v souladu
s harmonogramem  sdélenym  spolecnosti Covance a
v souladu s Podminkami pro elektronicky pfistup, které tvofi
Pfilohu A k této Smlouvé, a které jsou zahrnuty odkazem do
této Smiouvy.

13. INTELLECTUAL PROPERTY

(a) Any inventions or discoveries (whether patentable
or not), innovations, suggestions, ideas, work product,
results and reports made or developed by Institution,
Investigator and/or Research Staff during the course of this
Study or conceived or reduced to practice in connection with
this Study after the Study is completed shall be promptly
disclosed to Sponsor and shall become, be and remain the
sole and exclusive property of Sponsor. Institution and
Investigator hereby assign and shall ensure all Research
Staff assign all right, title, and interest in and to such
inventions or discoveries (whether patentable or not),
innovations, suggestions, ideas, work product and reports,
and all intellectual property rights with respect thereto, to
Sponsor, free and clear of all liens, claims, and
encumbrances. All such property is intended to be the result
of “work for hire” for the benefit of Sponsor. Upon Sponsor's
reasonable request, and at Sponsors sole cost and
expense, Institution and Investigator shall take (and will
cause Research Staff to take) such actions as Sponsor
deems necessary or appropriate to perfect Sponsor's
exclusive ownership of such property and obtain patent or

13.  DUSEVNI VLASTNICTVi

(a) VSechny  vyndlezy nebo objevy (at jiZ
patentovatelné Ci nikoli), inovace, névrhy, napady, vysledky
prace, vysledky a hldSeni vytvofené ¢ vyvinuté
Zdravotnickym zafizenim, ZkouSejicim a/nebo Vyzkumnym
persondlem v pribéhu této Studie nebo vymyslené ¢i
zavedené do praxe v souvislosti s touto Studii budou po
dokonCeni studie neprodlené zpfistupnény Zadavateli a
stanou se, budou a zlstanou vyhradnim a vyluénym
majetkem Zadavatele. Zdravotnické zafizeni a ZkouSejici
timto postoupi Zadavateli bez jakychkoli zastavnich prav,
naroki a bfemen vSechna prava, vlastnické tituly a
subjektivni prava k takovymto vynalezim nebo objevim (at
jiz patentovatelnym & nikoli) a k inovacim, navrham,
napaddm, vysledkim prace, vysledkdm a hlaSenim, jakoz i
veSkera prava k duSevnimu vlastnictvi na né se vztahujici, a
zajisti, ze totéZz provede veSkery Vyzkumny personal.
Veskery takovyto majetek je pokladan za vysledek ,najemné
prace* ve prospéch Zadavatele. Na pfiméfenou Zadost
Zadavatele a vyhradni naklady a vydaje Zadavatele
Zdravotnické zafizeni a Zkou$ejici podniknou kroky, které
Zadavatel pokldda za nezbytné & vhodné, k potvrzeni
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other proprietary protection in Sponsor's name with respect
to any of the foregoing.

(b) Neither Covance nor Sponsor shall transfer to
Institution or Investigator (or Research Staff) by operation of
this Agreement or by any other means any patent right,
copyright or other proprietary or property right of Sponsor.

() Study Drug is and shall remain the sole property of
Sponsor. The transfer of physical possession of the Study
Drug hereunder, and/or the possession or use of the Study
Drug by Institution and Investigator, shall neither constitute
nor be construed as a sale, lease, or offer to sell or lease the
Study Drug or other transfer of title in or to the Study Drug.

Zadavatelova vyluéného vlastnictvi takového majetku a
ziskani patentové nebo jiné vlastnické ochrany ve jménu
Zadavatele ohledné vySe uvedeného.

(b) Spole¢nost Covance ani Zadavatel nepfevedou na
Zdravotnické zafizeni ani na ZkouSejiciho (nebo Vyzkumny
personal) zadné patentové pravo, copyright nebo jiné
vlastnické i majetkové pravo pusobnosti této Smlouvy ani
Zadnym jinym zpUsobem.

(c) Hodnoceny pfipravek je a zlstane vyhradnim
majetkem Zadavatele. Pfedani fyzické drzby Hodnoceného
pfipravku podle této Smlouvy, ani drZba nebo pouzivani
Hodnoceného pfipravku Zdravotnickym zafizenim nebo
ZkouSejicim nepfedstavuje prodej, pronajem nebo nabidku
k prodeji ¢i pronajmu Hodnoceného pfipravku ani jiny pfevod
zakonného naroku na Hodnoceny pfipravek, ani je nelze
takto vykladat.

14, INDEMNITY, LIABILITY AND INSURANCE

(a) Covance and Sponsor shall not be responsible for,
and Institution and Investigator shall indemnify, defend and
hold Covance and Sponsor harmless from any loss or third
party claim resulting from Institution, Investigator or
Research Staffs negligence, willful misconduct, or their
breach of this Agreement.

(b) Institution and Investigator undertakes to:

()  notify Covance and Sponsor promptly of any
action or negligence which can result in claims
against  Sponsor, Covance, Institution,
Investigator or Research Staff, in relation to
the Study, or of filing of such claim; and

(i) fully cooperate with Sponsor and/or Covance
to determine the actions in the cases referred
to above, and take no action that could harm
the interests of Sponsor in Covance.

(c) Sponsor maintains liability insurance as required by
national law. Proof of such insurance is available upon
request.

(d) Institution, Investigator and all Research Staff have
such current licenses and permits as may be required to
perform clinical studies.

(e) Institution shall maintain in full force and effect
throughout the performance of the Study professional and

14.  ODSKODNENi, ODPOVEDNOST ZA SKODU A
POJISTENI

(a) Spoleénost Covance a Zadavatel nebudou nést
odpovédnost a Zdravotnické zafizeni a Zkousejici odSkodni,
obhéji a ochrani spolecnost Covance a Zadavatele pfed
jakoukoli Skodou nebo narokem ucinénym tfeti stranou
vyplyvajicim z nedbalosti, tmysiného nespravného jednani
nebo poruSeni této Smlouvy ze strany Zdravotnického
zafizeni, Zkousejiciho nebo Viyzkumného personalu.

(b)

Zdravotnické zafizeni a ZkouSejici se zavazuiji:

(i)  Informovat spole¢nost Covance a Zadavatele
bez zbyteného odkladu o veSkerém jednani
nebo nedbalosti, které mohou vést ke vzniku
narokl vicéi Zadavateli, spole¢nosti Covance,
Zdravotnickému zafizeni, Zkou$ejicimu nebo
Vyzkumnému personalu ve vztahu ke Studii,
nebo o vzneseni takového naroku a

(i) plné spolupracovat se Zadavatelem a/nebo
spole¢nosti Covance s cilem stanovit ve vySe
uvedenych pfipadech pfislusné kroky a
nepfijmout Zadné kroky, které by mohly
poSkodit zajmy Zadavatele ve spoleCnosti
Covance.

(c) Zadavatel musi mit uzaviené zédkonné pojisténi
odpovédnosti za Skodu podle zakona v dané zemi. Dikaz
0 uzavfeni takového pojisténi je k dispozici na vyzadani.

(d) Zdravotnické  zafizeni, ZkouSejici a veSkery
Vlyzkumny personal musi mit poZadovana platna opravnéni a
povoleni k provadéni klinickych studii.

(e) Zdravotnické zafizeni musi mit po celou dobu
provadéni Studie v plné platnosti a Gcinnosti pojiSténi
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general liability insurance in amounts appropriate to cover its
liability for any damage which may be caused as a result of
fault or negligence of Institution, Investigator or Research
Staff throughout the performance of the Study. Proof of
such insurance shall be provided to Covance or Sponsor
upon request.

(f) Investigator shall maintain in full force and effect
throughout the performance of the Study professional and
general liability insurance in amounts appropriate to cover
his/her liability for any damage which may be caused as a
result of fault or negligence of Investigator in the
performance of the Study. Proof of such insurance shall be
provided to Covance or Sponsor upon request.

profesni odpovédnosti za Skodu a pojisténi obecné
odpovédnosti za Skodu v pfislusné castce k pokryti
jakychkoli Skod, které mohou byt zplsobeny v disledku
zavinéni nebo nedbalosti ze strany Zdravotnického zafizeni,
ZkouSejiciho  nebo  Vyzkumného persondlu v dobé
provadéni Studie. Dukaz o uzavfeni takového pojisténi bude
poskytnut spolecnosti Covance nebo Zadavateli na vyzadani.

] ZkouSejici je po celou dobu provadéni Studie
povinen udrZovat v pIné platnosti a ucinnosti odborné a
vSeobecné pojisténi odpovédnosti za Skodu s limity pinéni,
které dostaduji k pokryti jeho odpovédnosti za Skody, které
mohou byt zpusobeny v dusledku zavinéni nebo nedbalosti
ZkousSejiciho nebo pii provadéni této Studie. Doklad o tomto
pojisténi poskytne spoleénosti Covance ¢&i Zadavateli na
vyzadani.

15. PAYMENTS
(a) All payments will be made payable to the following
payees (‘Payee(s)’) in accordance with the fee split
delineated in Exhibit B:

15. PLATBY

(a) VSechny platby budou vyplaceny témto pfijemcim
(dale jen ,Pfijemce platby* & ,Pfijemci platoy) v souladu
s rozdélenim poplatk( definovanym v Pfiloze B:

Payee Name Fakultni nemocnice Brno

Payee Address Jihlavska 20, 625 00 Brno,
Czech Republic

Payee Tax ID (265269705

Payee Contact

Email

Payee  Contact | [ NN

Number

(b) The approved payments for the Study and related
services to be conducted by Institution and Investigator are
provided for in the budget attached hereto as Exhibit B and
incorporated by reference herein (‘Exhibit B”).  The
payments noted in Exhibit B include all applicable overheads
due to any Party or entity as result of or in connection with
the Study.

(c) Payments are dependent upon the performance of
procedures in full compliance with the Protocol and this
Agreement, as well as the timely and satisfactory
submission of complete and correct data on the CRFs. The
Payee(s) will not be compensated for any Study patients
who were enrolled without a properly executed ICF, who do
not meet the inclusion/exclusion criteria, or that are deemed
violations of or deviations from the Protocol or this
Agreement. Payments are dependent upon the reports and
other information required by this Agreement and the
Protocol being submitted to Covance in a timely and
satisfactory manner. Payment for partially completed cases,
i.e., early withdrawals, shall be made on a pro-rata basis for

Jméno Pfijemce Fakultni nemocnice Brno
plathy

Adresa Pfijemce Jihlavska 20, 625 00 Brno,
platby Ceska republika

DIC Pfijemce platby CZ65269705
Kontaktni e-mail | | NG
pfijemce platby

Kontaktni c¢isio | TGN
pfijemce platby

(b) Schvalené platby za Studii a souvisejici sluzby,
které maji Zdravotnické zafizeni a ZkouSejici provadét, jsou
uvedeny v rozpodtu pfilozeném k této Smlouvé jako Pfiloha
B a zaclenény zde odkazem (,Pfiloha B*). Platby uvedené
v Pfiloze B zahrnuji vSechny pfislusné reZijni naklady splatné
kterékoli Strané nebo osobé v dlsledku Studie nebo
v souvislosti s ni.

(c) Platby jsou podminény postupem v plném souladu
s Protokolem a touto Smlouvou, jakoz i v€asnym a
uspokojivym predlozenim Uplnych a spravnych udaji na
formuldfich subjektd hodnoceni (Case Report Form).
Prilemce Ci pfijemci platby neziskaji nahradu za subjekty
Studie, které byly do Studie zafazeny bez Fadné
vyhotoveného informovaného souhlasu, které nespliuji
zafazovacilvyluGovaci kritéria nebo jejichZz zafazeni Ize
povazovat za poruSeni nebo odchylku od Protokolu nebo této
Smlouvy. Platby jsou podminény pfedloZzenim zpréav a
dal$ich informaci pozadovanych podle této Smlouvy a
Protokolu spole¢nosti Covance, a to v€as a uspokojivym
zplsobem. Platba za Caste¢né provedené pfipady, f{.
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Services performed according to Exhibit B. Notwithstanding
the foregoing, if this Agreement is terminated by Covance or
Sponsor due to Institution or Investigator’s failure to enroll a
Study patient, all advance payments (unless non-refundable
as agreed in this Agreement) shall be promptly returned to
Covance.

(d) Payee shall be responsible for compensating all
persons or entities involved in the conduct of the Study.

(e) Except as expressly provided for in this Agreement
and its exhibits and attachments, no payments will be made to
Institution in connection with the Study. Payment for any costs
outside of this Agreement and its exhibits and attachments
must be approved in advance in writing by Covance.

() If a dispute arises between the Parties in respect of
any part of an invoice, Covance shall notify Payee promptly of
the particulars of the dispute, and Covance may withhold
payment of the disputed part of the invoice provided that
Covance and Payee endeavor promptly and in good faith to
resolve the dispute.

(9) Institution and/or Investigator shall not bill any third
party for any Study Drug or other items or services furnished
by Sponsor through Covance in connection with the Study,
or any services provided to patients in connection with the
Study for which payment is made as part of the Study,
except as may be specifically authorized by the Exhibit B.

pfipady pfedCasného odstoupeni, musi byt provedena na
pomérném zakladé za Sluzby provedené podle Pfilohy B.
Pokud je tato Smlouva bez ohledu na vySe uvedené
ukoncena ze strany spole¢nosti Covance nebo Zadavatele v
dusledku toho, Ze Zdravotnické zafizeni nebo ZkouSejici
nezafadili subjekt Studie, v8echny zalohy (pokud nejsou dle
této Smlouvy nevratné) musi byt neprodlené vraceny
spoleénosti Covance.

(d) Pfijemce platby je povinen poskytnout nahradu véem
fyzickym i pravnickym osobam, které se podileji na provadéni
Studie.

(e) Zdravotnickému zafizeni nebudou ucinény zadné jiné
platby, kromé pfipadl vyslovné uvedenych v této Smlouvé a
jejich pfilohach a doplficich. Platba za jakékoli naklady
vynaloZené mimo ramec tto Smlouvy a jejich pfiloh a dopliki
musi byt spole¢nosti Covance pfedem pisemné schvalena.

] V pfipadé sporu mezi Stranami tykajicimu se jakékoli
Casti faktury je spoleénost Covance povinna bezodkladné
oznamit Pfijemci platby podrobnosti sporu, a spole€nost
Covance mulze zadrzet platbu sporné cCasti faktury za
pfedpokladu, ze se spoleénost Covance a Pfijemce platby
snazi rychle a v dobré vire spor vyresit.

(9) Zdravotnické zafizeni ani ZkouSejici nebudou
Zadné tfeti strané Uctovat za jakykoli Hodnoceny pfipravek
nebo jiné polozky ¢&i sluzby poskytnuté Zadavatelem
prostfednictvim spole¢nosti Covance v souvislosti se Studii,
ani za jakékoli sluzby poskytnuté subjektim v souvislosti se
Studii, za néz je v ramci Studie stanovena platba, kromé
pfipadl vyslovné povolenych v Pfiloze B.

16. TERM AND TERMINATION

(a) The term of this Agreement shall begin on the
Effective Date and shall continue until all services have been
properly completed and all queries resolved unless sooner
terminated in accordance with this Agreement.

(b)

reserves

Covance, with written authorization from Sponsor,
the right to terminate this Agreement;

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

(i) upon immediate effect if Sponsor terminates
its clinical research agreement with Covance
for the conduct of the Study; or

if Investigator has failed to recruit or enroll a
sufficient number of Study patients for
participation in the Study to make it likely that
the statistical requirements applicable to the
Study will be met, as determined by Sponsor.

16. DOBA PLATNOSTI SMLOUVY A JEJi UKONCENI
(a) Smlouva vstoupi v platnost v Den platnosti a jeji
platnost potrva do fadného provedeni vSech sluzeb a
vyfeSeni vSech dotazl, pokud nebude ukonena dfive v
souladu s touto Smlouvou.

(b) Spole¢nost Covance si na zakladé pisemného
povoleni od Zadavatele vyhrazuje pravo vypovédét tuto
Smlouvu

() na zéakladé vypovédi s fficetidenni (30)
vypovédni dobou doru¢ené Zdravotnickému
zafizeni nebo

(i) s okamzitou ucinnosti, jestlize Zadavatel

ukonéi smlouvy o provadéni klinického

vyzkumu se spole¢nosti Covance za ucelem
provadéni Studie nebo

pokud se Zkousejicimu nepodafi nabrat nebo

zaradit dostateCny pocet subjektl Studie pro

Ucast ve Studii tak, aby bylo pravdépodobné,

7e budou naplnény statistické pozadavky
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() Either Party may terminate this Agreement by
written notice to the other Party, which will take effect
immediately, if

(i)  the other Party breaches any provisions of this
Agreement which are capable of remedy, and
such breach is not remedied within thirty (30)
days of the breaching Party’s receipt of a
written notice requesting such a remedy;

(ii) either Party reasonably considers that risk to
the Study patients associated with
continuation of the Study becomes
unacceptable for scientific or Study patients
safety and welfare reasons;

any relevant certificate, authorization,
approval or exemption for conducting the
Study is revoked, suspended or expires
without renewal; or

the Investigator becomes unable to work for
the Study and no replacement of him/her
acceptable to Sponsor or Covance is available
in accordance with the Replacement section
hereunder.

(d) Immediately upon receipt of a notice of termination
of this Agreement, Investigator shall, to the extent required
by ICH-GCP, cease entering patients into the Study, shall
cease conducting procedures to the extent medically
permissible on Study patients already entered into the Study
and shall refrain from incurring additional costs and
expenses to the extent possible.

(e) The Parties agree that upon termination of the
Services in so far as they relate to Covance Personal Data,
Institution and all its Subprocessors, as defined in DPA,
shall, at the choice of Covance, return all Covance Personal
Data and the copies thereof to Covance, or securely destroy
all Covance Personal Data and certify to Covance that it or
they have done so, unless a European Union or European
Member State law to which Institution or a Subprocessor are
subject prevent Institution or a Subprocessor from returning
or destroying all or part of Covance Personal Data. In such a
case, Institution warrants that it will guarantee the
confidentiality of Covance Personal Data and will not actively
Process Covance Personal Data further and will guarantee
the return and/or destruction of Covance Personal Data as
requested by Covance when the legal obligation to not
return or destroy the information is no longer in effect.

(f) In the event of termination of this Agreement, the sum

vztahujici se ke Studii uréené Zadavatelem.

(c) Kazda ze Stran miZe od této Smlouvy odstoupit
pisemnym oznamenim druhé Smluvni strané s okamzitou
platnosti, pokud

(i) druha Strana porusi jakékoli ustanoveni této

Smlouvy, které Ize napravit, a toto poruSeni
neni napraveno ve |hité fficeti (30) dni ode
dne doruéeni pisemného oznameni o tomto
poruseni Smluvni strané, v némz se pozaduje
naprava;

(i) kterakoli ze Stran se dlvodné domniva, ze se
riziko pro subjekty Studie v souvislosti
s pokraCovanim Studie stane nepfijatelnym
zvédeckych ddvodi nebo z  ddvodl
bezpecnosti a zdravi subjektl Studie;
dojde ke zru$eni, pozastaveni nebo vyprseni
bez  obnoveni jakéhokoli  relevantniho
osvédCeni, opravnéni, povoleni nebo vyjimky
pro provadéni Studie nebo
ZkousSejici neni schopen pracovat v ramci
Studie a k dispozici neni zadny nahradnik
pfijatelny pro Zadavatele nebo spolecnost
Covance v souladu s ustanovenimi
o Nahradnicich podle této Smlouvy.

(d) Ihned po pfijeti vypovédi této Smlouvy Zkousejici
pfestane v rozsahu poZadovaném smérnicemi ICH-GCP
zafazovat subjekty do Studie, u subjektl, ktefi jiz byli do
Studie zarfazeni, pfestane v Iékafsky pfipustném rozsahu
provadét postupy souvisejici se Studii a v mozném
rozsahu nebude vynakladat zadné dalsi naklady a vydaje.

(e) Strany souhlasi s tim, Ze po ukonceni poskytovani
Sluzeb v rozsahu, v némz se tykaji Osobnich udajl
Covance, Zdravotnické zafizeni a vSichni jeho DilCi
zpracovatelé, jak je definuje DOOU, vrati podle rozhodnuti
spoleénosti Covance vSechny Osobni Udaje Covance a jejich
kopie spole¢nosti Covance, nebo bezpetné znigi vSechny
Osobni tdaje Covance a potvrdi spoleénosti Covance, Ze tak
ucinily, pokud z&kon Evropské unie nebo jejiho ¢lenského
statu, jimz se fidi Zdravotnické zafizeni nebo DilCi
zpracovatel, nebrani Zdravotnickému zafizeni ¢i Dil¢imu
zpracovateli ve vraceni ¢i z niCeni vSech Osobnich udaju
Covance nebo jejich Casti. V takovém pfipadé Zdravotnické
zafizeni zaruCuje, Ze zajisti dlvérnost Osobnich udajd
Covance a nebude dale aktivné Zpracovavat Osobni Udaje
Covance a zaruci vraceni a/nebo znieni Osobnich Udaji
Covance podle pozadavku spoleénosti Covance, poté co
zakonna povinnost nevratit nebo nezniit informace pozbude
Uéinnosti.

() V/ pfipadé ukonCeni této Smlouvy se ¢astka splatna
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payable under this Agreement shall be limited to prorated
fees based on actual work properly and timely performed
through the date of termination pursuant to the Protocol as
determined in accordance with Exhibit B. Any funds not due
Payee, as defined herein, under this methodology for
payment but already paid to Payee shall be returned to
Covance within thirty (30) days of the site close-out visit by
Covance.

podle této Smlouvy omezi na pomérné poplatky na zakladé
skuteCné prace fadné a véas provedené do data ukonéeni
podle Protokolu, jak je stanoveno v souladu s Pfilohou B.
Veskeré prostfedky, které nejsou Prijemci ¢i Prijemcim
platoy splatné, ale které jim jiz byly vyplaceny, musi byt
vraceny spolecnosti Covance do fficeti (30) dni ode dne
zavéreCné navstévy spoleCnosti Covance na pracovisti
Studie.

17. REPLACEMENT

(a) In the event that Investigator becomes either
unwilling or unable to perform the duties required by this
Agreement, Institution and Investigator will cooperate, in
good faith and expeditiously, to find a replacement
investigator with similar qualifications acceptable to Sponsor
and Covance; however Investigator shall continue to be
bound by the provisions herein relating to Confidentiality,
Deregistration, Publication, Intellectual Property, Indemnity,

Liability and Insurance notwithstanding his or her
replacement hereunder.
(b) In the event a substitute acceptable to Sponsor and

Institution is not found within a reasonable time period, this
Agreement may be terminated in accordance with the Term
and Termination section herein. Institution’s cooperation in
finding an acceptable replacement does not release
Investigator from its obligations to perform this Agreement
up to and including the effective date of termination.

17.  NAHRADNICI

(a) Pokud Zkousejici bud nechce, nebo nemuze plnit
povinnosti podle této Smlouvy, Zdravotnické zafizeni a
ZkouSejici budou v dobré vife a bez priitah spolupracovat
na nalezeni nahradniho Zkou$ejiciho s obdobnou kvalifikaci
pfijatelného pro Zadavatele a spole¢nost Covance;
ZkouSejici vSak bude i nadéle vazédn ustanovenimi této
Smlouvy tykajicimi se dGvérnosti, vyloudeni, zvefejnéni,
du$evniho vlastnictvi, odSkodnéni, odpovédnosti za Skodu a
pojisténi bez ohledu na své nahrazeni podle této Smlouvy.

(b) V pfipadé, Ze nedojde k nalezeni néhradnika
pfijatelného pro Zadavatele a Zdravotnické zafizeni
v pfiméfené |huté, mlze byt tato Smlouva vypovézena
v souladu s ustanovenimi o dobé platnosti a ukonéeni podle
této Smlouvy. Spoluprace Zdravotnického zafizeni pfi
hledani pfijatelného nahradnika nezbavuje Zkousejiciho
povinnosti plnit tuto Smlouvu az do (a véetné) Gcinného data
ukonéeni.

18. RECORD RETENTION

(a) All Essential Documents, as defined in the ICH-
GCP Guidelines will be retained in accordance with ICH-
GCP, Applicable Law and the Protocol.

(b) Institution or Investigator will contact Sponsor in the
event of accidental loss or destruction of any essential Study
documents. Institution will also notify Covance should it
relocate or move the Study related documentation to a
location other than that specified in the submitted Study

18.  UCHOVAVANi ZAZNAMU

(a) VSechny Dilezité dokumenty, které jsou definovany
ve smérnicich ICH-GCP, budou uchovavany v souladu se
smérnicemi ICH-GCP, pfislusnymi z&kony a Protokolem.

(b) Zdravotnické zafizeni nebo Zkou$ejici budou
kontaktovat Zadavatele v pfipadé nahodné ztraty nebo
zniCeni dullezitych studijnich dokumentt. Zdravotnické
zafizeni rovnéz oznami spoleénosti Covance, pokud pfemisti
nebo pfesune dokumentaci souvisejici se Studii na jiné

documentation. misto, neZ jaké je uvedeno v pfedlozené studijni
dokumentaci.
19. ASSIGNMENT 19. POSTOUPENI SMLOUVY

This Agreement may not be assigned or transferred by
Institution or Investigator without the prior written consent of
Covance and Sponsor. Covance may assign or transfer this
Agreement upon written notice to Instituton and
Investigator. In the event Covance assigns or transfers this
Agreement to a third party who will assume all obligations
hereunder, Institution shall release and forever discharge
Covance and its subsidiaries and affiliates from any and all
liabilities and obligations of Covance arising under the
Agreement from and after the effective date of such
assignment.

Zdravotnické zafizeni ani Zkou$ejici nesmi tuto Smiouvu
postoupit nebo prevést bez pfedchoziho pisemného
souhlasu spoleénosti Covance a Zadavatele. Spole¢nost
Covance muze tuto Smlouvu postoupit nebo prevést na treti
stranu po predloZeni pisemného ozndmeni Zdravotnickému
zafizeni a ZkouSejicimu. V pfipadé, ze spole¢nost Covance
postoupi nebo pfevede tuto Smlouvu na tfeti stranu, ktera
pfevezme vSechny povinnosti podle této  Smlouvy,
Zdravotnické zafizeni zprosti a navzdy zbavi spolecnost
Covance a jeji pfidruzené spolegnosti veSkerych zavazki a
povinnosti spolecnosti Covance vyplyvajicich z této Smlouvy
ke dni platnosti takového postoupeni a po ném.
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20. INDEPENDENT CONTRACTOR

(a) Each of the parties to this Agreement shall act as
an independent contractor and not be interpreted, on any
basis, as an appointee, employee, servant or representative
of the other party. Accordingly, the employee(s) of one Party
shall not be regarded as employee(s) of the other Party and
none of the Parties shall conclude a contract or agreement
with a third party the meaning of which obligates or binds the
other contractual Party. For the avoidance of doubt
Covance shall not be liable to Payee for any employer
related taxes and Payee shall not be entitled to enroll in any
employee benefits of Covance.

20.  NEZAVISLA SMLUVNi STRANA

(a) V8echny smluvni strany budou vykonavat funkci
nezavislé smluvni strany a nebudou v zadném pfipadé
povazovany za povéfené osoby, zaméstnance, pomocniky
nebo zastupce dané strany. Zaméstnanci jedné Strany
nebudou proto povazovani za zaméstnance druhé Strany a
Zadna Strana neuzavie smlouvu nebo dohodu s tfeti stranou,
coz by smluvné zavazovalo druhou smluvni Stranu. Pro
vylou€eni pochybnosti spole¢nost Covance nenese VUCi
Pfijemci platoy odpovédnost za dané tykajici se
zaméstnavatelli a Prijemce platby neni opravnén k ucasti na
zaméstnaneckych vyhodach spole¢nosti Covance.

21. PUBLICITY

Neither Institution, Investigator, nor its Research Staff shall
disclose the existence of this Agreement or its/his/her
association with Covance or Sponsor without the express
written approval of the Party whose name is the subject of
the potential disclosure, except as required by law.

21.  UVEREJNENI SMLOUVY

Zdravotnické zafizeni, ZkouSejici ani jeho Vyzkumny
personal nesmi uvefejnit existenci této Smlouvy nebo jeho
spolupraci se spole¢nosti Covance nebo Zadavatelem bez
vyslovného pisemného souhlasu Strany, jejiz nazev podléha
moznému uvefejnéni, pokud to nevyzaduji platné pravni
pfedpisy.

22, GOVERNING LAW

This Agreement shall be construed in accordance with the
laws of Czech Republic without regard to its conflict of laws
provisions.

22.  ROZHODNE PRAVO .
Tato Smlouva musi byt vykladana v souladu s pravem Ceské
republiky bez ohledu na kolizni ustanoveni.

23. SURVIVAL

Provisions herein regarding Confidentiality, Deregistration
Audits, Monitoring and Inspection, Publication, Intellectual
Property, Indemnity, Liability and Insurance, Record
Retention, Assignment, and Governing Law shall survive
upon expiration or termination of this Agreement.

23.  PRETRVANi PLATNOSTI USTANOVENI
Ustanoveni této Smlouvy tykajici se Davérnosti, VyluCovani,
Auditt, monitorovani a inspekce, Zvefejiovani, DuSevniho
vlastnictvi, Nahrady $kod, Odpovédnosti a Pojisténi,
Uchovavani zaznam(, Postoupeni a Rozhodného prava
zustavaji v platnosti i po vyprSeni nebo ukonéeni platnosti
této Smiouvy.

24, MISCELLANEOUS

(a) This Agreement, and any and all exhibits,
attachments, etc., constitutes the entire agreement among
the Parties regarding the Study and supersedes all prior and
contemporaneous agreements and understandings, whether
written or oral.

(b) This Agreement, and any and all exhibits,
attachments, etc., may be modified only by written document
signed by the Parties hereto.

(c) If any provision of this Agreement conflicts with the
law under which this Agreement is to be construed or if any
such provision is held invalid by a court, such provision shall
be deemed to be restated to reflect as nearly as possible the
original intentions of the Parties in accordance with
applicable law and the remainder of this Agreement shall
remain in full force and effect.

24.  DALSI USTANOVENI

(a) Tato Smlouva a veSkeré pfilohy, doplfiky atd., tvofi
Uplnou dohodu mezi Smluvnimi stranami ve vztahu ke Studii
a nahrazuji vSechny pfedchozi a doCasné smlouvy a
ujednani, at' uz pisemné nebo ustni.

(b) Tato Smlouva a veSkeré dopliiky, pfilohy atd. Ize
ménit pouze pisemnym dokumentem podepsanym
Smluvnimi stranami.

(c) Je-li nékteré ustanoveni této Smlouvy v rozporu

s pravnimi pfedpisy, podle nichz se tato Smlouva vyklada,
nebo pokud je jakékoli takové ustanoveni prohlaseno za
neplatné soudem, musi byt toto ustanoveni povazovano za
preformulované tak, aby co nejblize vyjadfovalo puvodni
zamér Smluvnich stran v souladu s platnymi pravnimi
pfedpisy, pfiemz zbyvajici ¢ast této Smlouvy zistane v piné
platnosti a u€innosti.
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(d) Waiver or forbearance by any Party with respect to
a breach of any provision of this Agreement or any
applicable law shall not be deemed to constitute a waiver
with respect to any subsequent breach of any provision
hereof.

(e) If any dispute, controversy or claim arises out of
this Agreement, the Parties agree that they will attempt in
good faith to resolve the matter through negotiations. If
negotiations fail to resolve the dispute, controversy or claim,
the matter may be submitted to an appropriate court in the
Prague for resolution.

(f) This Agreement shall be binding upon the Parties,
successors, and permitted assigns.

(9) Any notice required or permitted to be given
hereunder by any Party hereto shall be in writing and shall
be deemed given on the date received if delivered
personally, by recognized overnight courier, or five (5) days
after the date postmarked if sent by registered or certified,
mail, return receipt requested postage prepaid, to the
following address:

If to Covance:

Covance Clinical and Periapproval Services Ltd, Osprey
House, Westacott Way, Littlewick Green, Maidenhead, SL6
3QH UK

If to Institution:
Fakultni nemocnice Brno, Jihlavska 20, 625 00 Brno, Czech
Republic

If to Investigator:
R, O iria Eye

Department) Fakultni nemocnice Brno, Jihlavska 20, 625 00
Brno, Czech Republic

If to Sponsor:
Santen SAS, 1 Rue Pierre Fontaine, Batiment Genavenir IV,
91000 Evry, France

Any Party may change its notice address and/or contact
person by giving notice of same in the manner herein
provided. For the avoidance of doubt, an amendment to this
Agreement or any Task Order will not be required in order to
provide notice of a change of address.

(h) This Agreement shall not be considered accepted,
approved, or otherwise effective until signed below by the
appropriate Parties. Each of the Parties hereto represents

(d) Pokud se nékterd ze Smluvnich stran vzda svého
prava vzhledem k porudeni jakéhokoli ustanoveni této
Smlouvy nebo pfisluSného zakona, nebo jej promine, nesmi
to byt povazovano za zfeknuti se prava vzhledem Kk
jakémukoli naslednému porudeni kteréhokoli ustanoveni této
Smlouvy.

(e) Pokud z této Smlouvy vznikne jakykoli spor nebo
narok, Smluvni strany se zavazuji, ze se pokusi véc vyfesit
jednanim v dobré vife. Pokud se jedndnim nepodafi spory
nebo naroky vyresit, mize Smluvni strana predlozit véc
k rozhodnuti pfislusnému soudu v Praze.

] Tato Smlouva je pro Smluvni strany, jejich nastupce
a pfipustné nabyvatele zavazna.

(9) VeSkera oznameni, ktera jakakoli Smiluvni strana
musi nebo muze ucinit podle této Smlouvy, musi mit
pisemnou formu a musi se povazovat za uginéna k datu
prijeti, pokud budou doru¢ena osobné, vyznamnou kuryrni
sluzby, nebo pét (5) dni po datu uvedeném na poStovnim
razitku v pfipadé zaslani doporuenym dopisem nebo
dopisem s doruCenkou na nasledujici adresu:

Pro spole¢nost Covance:

Covance Clinical and Periapproval Services Ltd, Osprey
House, Westacott Way, Littlewick Green, Maidenhead, SL6
3QH UK

Pro Zdravotnické zarizeni: 5
Fakultni nemocnice Brno, Jihlavska 20, 625 00 Brno, Ceska
republika

Pro Zkousejiciho:
_, Oéni Kiinika, Fakultni

nemocnice Brno, Jihlavska 20, 625 00 Brno, Ceska
republika

Pro Zadavatele:
Santen SAS, 1 Rue Pierre Fontaine, Batiment Genavenir IV,
91000 Evry, Francie

KaZzda ze Smluvnich stran mize zménit svou doruovaci
adresu a/nebo kontaktni osobu pfislusnym oznamenim
stanovenym v této Smlouvé. Pro vylou€eni pochybnosti neni
tfeba tuto Smlouvu nebo jakykoliv Pfikaz k pinéni Ukolu
meénit pro u¢inéni ozndmeni 0 zméné adresy.

(h) Tuto Smlouvu nelze povazovat za schvalenou ani
jinak platnou, dokud nebude podepsana vemi Smiuvnimi
stranami. Kazda ze Smluvnich stran prohlasuje a zaruCuje,
Ze osoba, ktera se nize podepisuje jménem této Smluvni
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and warrants that the person signing below on such Party’s
behalf has the authority to enter into this Agreement, and
that this Agreement does not conflict with any existing
agreement or obligations of such Party. This Agreement is
executed in three original copies, of which each Party shall
receive one.

Estimated value of Agreement is 955 410 CZK.

Estimated duration of the Study for Study Team is 3,5
years, till February 2023.

strany, je opravnéna tuto Smlouvu uzavfit, a Ze tato Smlouva
neni v rozporu s jakoukoli stavajici smlouvou nebo zavazkem
této Smluvni strany. Tato Smlouva je vyhotovena ve tfech
stejnopisech, znichz kazdad smluvni strana obdrzi po
jednom.

Pfedpokladana hodnota Smlouvy je 955 410 CZK.

Pfedpokladana délka trvani studie pro studijni tym je 3,5
roku, do unora 2023.

THE REMAINDER OF THIS PAGE IS INTENTIONALLY LEFT
BLANK
SIGNATURE PAGE TO FoLLOW

ZBYTEK TETO STRANKY JE ZAMERNE PONECHAN PRAZDNY
NASLEDUJE STRANKA S PODPISY

Accepted and Agreed / Piijato a schvéleno:

Signature / Podpis:

COVANCE CLINICAL AND PERIAPPROVAL SERVICES LIMITED

Printed Name / Jméno hllkovym pismem:

Title / Titul:

Date / Datum:

FAKULTNI NEMOCNICE BRNO

Signature / Podpis:

Printed Name / Jméno hllkovym pismem:

Title / Titul:

Date / Datum:;

MUDR. NATALIA RYBAROVA

Signature / Podpis:
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Title / Titul: Principal Investigator / hlavni zkouSejici

Date / Datum:;
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Exhibit A
Electronic Access Terms and Conditions

Investigator and others at Institution may be granted
usernames and passwords (“Authorized Users”) to facilitate
the entry of Study data into the electronic data capture
system applicable to the Study (“Systems”). The usernames
and passwords are provided in exchange for the agreement
of Institution, Investigator, and site Authorized Users
obligation to adhere to subject the following Terms and
Conditions:

Authorized Users will provide to Covance certain registration
information including name, address, phone number, and
email address all of which must be accurate and kept
current. Each Authorized User acknowledges that he/she is
accountable and responsible for all actions initiated under
his/her electronic signature. Authorized Users may not (a)
select or use a username or password of another person
with the intent to impersonate that person; (b) use a
username or password in which another person has rights
without such person's authorization, or (c) permit any third
party to use his or her username and/or password.

Authorized Users agree to keep assigned usernames and/or
passwords confidential and to immediately notify Covance
(a) if there is any reason to believe an assigned username
and/or password has been improperly disclosed or
otherwise compromised, (b) of any known or suspected
unauthorized use(s) of a username and/or password, or (c)
any known or suspected breach of security, including loss,
theft, or unauthorized use of a username and/or password.

Except as expressly authorized herein, Authorized Users
shall neither transfer nor permit the use of or access to the
Systems by any third party. Authorized Users, Institution,
and Investigator shall use the Systems only for lawful
purposes and in accordance with this Agreement.
Authorized Users and Institution shall not self-host the
Systems on its own servers or those of any third party on its
behalf. Institution and its Authorized Users shall not reverse
engineer, disassemble or decompile the Systems in any
manner. Institution and its Authorized Users shall not copy,
enhance, modify, or create derivative works based on the
Systems or disclose the results of Systems performance
benchmarks to any third party without the Systems owner’s
prior written consent. Institution and Authorized Users shall
not transfer, sell, resell, give, distribute or sublicense the
License to any other party.

Priloha A
Podminky pro pristup k elektronickym tdajiim

ZkouSejici a dalSi osoby ve Zdravotnickém zafizeni mohou ziskat
uZivatelské jméno a heslo (,Opravnéni uzivatelé) k umoznéni
pfistupu ke Studijnim Udajum v systému pro elektronicky sbér dat
platném pro Studii (,Systémy*). UZivatelska jména a hesla jsou
poskytnuta na zé&kladé poskytnuti souhlasu od Zdravotnického
zafizeni, Zkousejiciho a Opravnénych uZivatell pracovisté
k dodrzovani zavazku podléhajicich témto podminkam:

Opravnéni uzivatelé poskytnou spoleCnosti Covance urdité
registratni udaje vCetné jména, adresy, telefonniho Cisla a
e-mailové adresy, které musi byt pfesné a aktualni. VSichni
Opravnéni uZivatelé berou na védomi, Ze jsou odpovédni za
vSechny své Cinnosti zapoCaté po poskytnuti elektronického
podpisu. Opravnéni uzivatelé nemohou (a) zvolit ¢i pouzivat
uZivatelska jména ¢i hesla jinych osob za U¢elem vydavani se za
danou osobu; (b) pouzivat uzivatelské jméno i heslo, na které se
vztahuji prava jiné osoby, bez poskytnuti opravéni od takové
osoby, nebo (c) opravnit zadnou tfeti osobu k pouzivani
uzivatelského jména a/nebo hesla.

Opravnéni uzivatelé souhlasi s tim, ze budou pfidélena
uzivatelskd jména a/nebo hesla uchovavat v ddvémosti a
bezprodlené uvédomi spole¢nost Covance, (a) pokud se
vyskytne dlivod k podezfeni, Ze pfidélené uzivatelské jméno
a/nebo heslo bylo nechténé uvedeno ve zndmost nebo jinak
prozrazeno, (b) ojakémkoli zndmém ¢i domnélém uzivani
uzivatelského jména a/nebo hesla nebo (c) jakémkoli znamém
nebo domnélém poruseni bezpeénosti, véetné ztraty, odcizeni Ci
neopravnéného pouzivani uzivatelského jména a/nebo hesla.

Neni-li zde vyslovné uvedeno jinak, Opravnéni uzivatelé nesmi
pfedat ¢i umoznit pouzivani nebo pfistup do Systému Zadné treti
strané. Opravnéni uzivatelé, Zdravotnické zafizeni a ZkouSejici
musi Systémy pouzivat pouze k zakonnym UGcelim a v souladu
s touto Smlouvou. Opravnéni uzivatelé a Zdravotnické zafizeni
nesmi sami hostovat Systémy na svych vlastnich serverech nebo
na severech jakékoli dalsi strany svym jménem. Zdravotnické
zafizeni a jeho Opravnéni uZivatelé nesmi v Zadném pfipadé
zajistovat opravy, demontovat nebo dekompilovat Systémy.
Zdravotnické zafizeni a jeho Opravnéni uZivatelé nesmi
kopirovat, vylepSovat nebo vytvafet derivaty Systémd nebo
zvefejiiovat vysledky vykonnosti Systém( zadnym tfetim stranam
bez pfedchoziho pisemného souhlasu vlastnika. Zdravotnické
zafizeni a Opravnéni uZivatelé nesmi pfenaset, prodavat,
opétovné prodavat, darovat, distribuovat ¢i poskytovat podlicence
Zadné ffeti strané.
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NedodrZeni vy8e uvedeného bude znamenat porudeni této
Failure to comply with the foregoing shall constitute a breach | Smlouvy, coz mlze mit pro Opravnéné uZivatele nebo
of this Agreement, which may result in immediate | Zdravotnické zafizeni za nasledek okamzité zruSeni pfistupu do
termination of an Authorized User’s or Institution’s access to | Systému.

the System.

Covance Master Czech Institution & Investigator Agreement Template FINAL

Version 1, 17Aug2018. Translated into Czech on 19Nov2019.
Page 21 of 29/Strana 21z 29




Protocol Ref/ Cislo Erotokolu: [

Covance Ref:

Covance Master Template: Version 1, 17Aug2018
Sponsor/Study Approved Template: Version 3, Dec2018

EXHIBIT B — COST AND PAYMENT

PRILOHA B - NAKLADY A PLATBY

Santen SAS France

Santen SAS France

Protocol: [N

Protokol: [N

Site Number-

Cislo pracovi$té: .

The parties agree that this Payment Exhibit - Payment Terms and
Budget is part of the Agreement. All payments made for this study
shall be made in accordance with the terms as set forth below.

Smluvni strany souhlasi, ze tato pfiloha o platbach, platebnich
podminkach a rozpoCtu je soucasti Smlouvy. VSechny platby za
tuto studii budou provedeny vsouladu sniZze uvedenimi
ustanovenimi.

Value Added Tax (VAT) — All agreed upon amounts are VAT
excluded. VAT will be added to these amounts according to the
legislation effective as of the date of the chargeable event. The
payment will not be subject to withholding tax. In the limit of
applicable regulation it is the responsibility of the Payee to declare
this income and Covance is not liable for any taxes due.

Dan z pfidané hodnoty (DPH) — v8echny dohodnuté ¢astky jsou bez
DPH. DPH bude k témto ¢astkam pfipoctena ve vysi dle pravnich
pfedpist ucinnych ke dni uskute¢néni zdanitelného pinéni. Platba
nebude podiéhat srazkové dani. Pfilemce platby je v ramci
vymezeném pfislusnymi pfedpisy zodpovédny za zdanéni tohoto
pfijmu a spole¢nost Covance neodpovidd za zadné darové
povinnosti.

Invoices shall be addressed to Covance Clinical and Periapproval
Services Limited, Osprey House, Westacott Way, Littlewick Green,
Maidenhead, SL6 3QH, UK, |} I and delivered to
Covance CAPS, V Parku 2343/24, Building 12, 3rd floor, 148 00,
Praha 4 — Chodov, Czech Republic.

Faktury budou vystaveny na Covance Clinical and Periapproval
Services Limited, Osprey House, Westacott Way, Littlewick Green,
Maidenhead, SL6 3QH, UK, | ] I 2 zaslany Covance
CAPS, V Parku 2343/24, budova 12, 3. patro, 148 00, Praha 4 -
Chodov, Ceska republika.

Payments will be made 4 times a year at the end of the calendar
quarter on the basis of an invoice. The invoices will be issued by the
Institution based on a calculation established by Covance. The date
of taxable supply is the date of delivery of the calculation to the
Institution. The calculation will be provided for all items mentioned in
the budget. The person responsible for submitting it will be the
study monitor. ||| | | s the contact person for
delivering of invoice documentation in the FN Brno. The invoices
will be payable within 60 days of delivery. In case of late payment
the Institution is entitled to charge late payment interest at a rate
permitted by law.

If Covance does not deliver the calculation to the Institution in time,
and in case of late payment, the Institution is entitled to suspend
data entry into the database until the relevant payment has been
made.

Platby budou provadény 4x ro¢né, a to ke konci kalendarniho
Ctvrtleti  na zakladé faktury. Faktury budou vystavovany
zdravotnickym zafizenim na zakladé kalkulace vytvofené Covance.
Datem uskute¢néni zdanitelného pinéni je den doruéeni kalkulace
Zdravotnickému zafizeni. Kalkulace bude poskytnuta na veSkeré
poloZky uvedené v rozpoétu. Osobou odpovédnou za jeji pfedlozeni
bude monitor studie. Kontakini osobou pro doru¢ovani podkladi k
fakturaci ve FN Brno je . Faktury budou
splatné do 60 dni od doruCeni. V pfipadé pozdni Uhrady je
Zdravotnické zafizeni opravnéno Uctovat Urok z prodleni v zakonné
vysi. V pfipadé, ze Covance nedoruéi Zdravotnickému zafizeni
kalkulaci vas, a déale v pfipadé pozdni Uhrady je Zdravotnické
zafizeni opravnéno pozastavit zadavani dat do databaze, a to az do
provedeni pfislusné thrady.

And shall include SANTEN SAS and [l

Faktury musi obsahovat tyto tdaje: SANTEN SAS a [l

Invoices may be submitted by email to || | G

Faktury Ize zasilat e-mailem na adresu || | | | Qi) Ml |
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1. PATIENT ENROLLMENT

1. ZARAZOVANI PACIENTU

Investigator is expected to enroll approximately . patients. Written
approval from Sponsor/Covance is required prior to enrolling any
additional patients.

Ocekava se, ze ZkouSejici zafadi tento poCet pacientl: pfiblizné
. Zarazeni dalsich pacienti vyzaduje predchozi pisemny souhlas
Zadavatele/Covance.

Number of . Pocet pacienti: .
Patients:
Each Total for all § Za Celkem za
Description Frequency/ patient Patients Pobis Cetnost/ kazdého vSechny
P details [CZK] [CZK] P podrobnosti | pacienta pacienty
[CZK] [CZK]
per Patient Fee | 2ccordance | I | M || [ Poplatekza Dle tabulky 1 I
with Table 1 pacienta
Conditional In accordance - -_ Podminéna - -_
. . Dle tabulky 2
Assessments with Table 2 vyhodnoceni
Screen Failures In'accordance - -_ Neuspgsny Dle tabulky 3 - -_
with Table 3 screening
Re-screens In. accoraance - -_ Opakoyany Dle tabulky 4 - -_
with Table 4 screening
Patient Travel In accordance - -_ Cestovni nahrady | Jak je - -_
Reimbursement | with below pacient(i uvedeno nize
| naccordance | NN | W || [Nekady | B
Site/ Pharmacy . pracovisté/ Dle tabulky 5
with Table 5 L
Costs lékarny
MAXIMUM STUDY COST ] MAXIMALNi NAKLADY NA STUDII e

*The fees are inclusive of Hospital overhead fees

*Poplatky zahrnuji reZijni poplatky nemocnice

Per Patient Fee

Poplatek za pacienta

2. SUBJECT VISIT PAYMENTS

2. PLATBY ZA NAVSTEVY PACIENTU

Payment for patient visits set forth below shall be made quarterly for
confirmed, completed visits in accordance with each patient visit
Budget Schedule upon receipt of valid invoice Patient visit
payments are inclusive of any applicable overhead.

Nize uvedena platba za navstévy pacientd bude provadéna
Ctvrtletné  za  potvrzené, uskuteénéné navstévy v souladu
s rozpoCtovym planem navstév kazdého pacienta po piijeti platné
faktury Platby za navstévy pacientl zahrnuji veSkerou pfipadnou
reZii.

Table 1: Milestones

Tabulka 1: Milniky

Visit Description

Payment [CZK]

Popis navstévy

Platba [CZK]

:
.
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Maximum Per Patient Fee

N
o

Maximalni poplatek za pacienta

3. CONDITIONAL ASSESSMENTS

3. PODMINENA VYHODNOCENI

Payments listed in Table 2 bellow will be reimbursed in accordance
with payment terms set forth above. All payments for conditional
procedures are subject to Covance/Sponsor verification and
approval. No additional cost for conditional procedures shall be paid
without prior written approval from Sponsor/Covance.

Platby uvedené nize v Tabulce 2 budou hrazeny v souladu s vySe
uvedenymi platebnimi podminkami. Veskeré platby za podminéné
vykony podiéhaji ovéfeni a schvaleni ze strany spoleCnosti
Covance/Zadavatele. Bez pfedchoziho pisemného souhlasu
Zadavatele / spoleénosti Covance nebudou provedeny zadné platby
za dodate¢né naklady na podminéné vykony.

Table 2: Tabulka 2:
Cost Per | Total Naklady | Celkové
Conditional Procedure | Cost Podminéné vykony na vykon | naklady
Procedures Detail [CZK] per Podrobnosti | [CZK] na
Patient pacienta
[CZK] [CZK]
Urine pregnancy test Maximum 13 | |} | T | || Tehotensky testzmoci | Maximaing 13 | [N | TN |
per Patient na pacienta
Serious Adverse Event | Maxmum1 | | | TN | | | Zavazna nezadouci Maximaind 1 | [N | TN |
(SAEs) per Patient pfihoda na pacienta
Dispensation of Maximum2 | | | Déavkovani Maximang2 | N |
unpreserved artificial per Patient nekonzervovanych na pacienta
tears umélych slz
Dispense Maxmum?2 | | | TN | || VydejKontrola Maximainé2 | [N | TN |
/Compliance/Collect per Patient uzivani/Vraceni na pacienta
Study Medication hodnoceného Iéku
Adverse events (AEs) | Maximum1 | | | I | | | Nezadouci prihody Maximaind 1 | [N | TN |
per Patient na pacienta
Unscheduled Visits* Maxmum?2 | N | T | || Nepianované navitevy* | Maximané2 | [N | TN |
per Patient ) na pacienta
TOTAL MAXIMUM PER SUBJECT *** CELKOVE MAXIMUM NA
- PACIENTA *kk -

4. SCREEN FAILURE PAYMENT

4. PLATBA ZA NEUSPESNY SCREENING

Payment shall be made |JJJl at a ratio of [l Screen Failure(s)
per every ] patients randomized in accordance with the table
below. No additional Screen Failure payment shall be made without
prior written approval from Sponsor/Covance. Payment shall be
made upon receipt and approval of invoice according to above

Platba bude provedena ve vy3i [ v poméru [ netspesne
screeningy na kazdych [J| pacientd randomizovanych v souladu
snize uvedenou tabulkou. Z&dné dalsi nelisp&$né screeningy
nebudou placeny bez pfedchoziho pisemného souhlasu
Zadavatele/Covance. Platba bude provedena po pfijeti a schvaleni
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mentioned payment conditions.

faktury dle vySe uvedenych platebnich podminek.

Table 3:

Tabulka 3:

Payment

Visit Description [CZK]

Screen Failure Visit - Baseline Visit

1

TOTAL SCREEN FAIL COST PER SITE

Platba

Popis navstévy [CZK]

Navstéva pfi nelispésném screeningu -
vstupni navstéva

CELKOVE NAKLADY NA NEUSPESNY
SCREENING NA PRACOVISTE

.

5. RE-SCREENS

5. OPAKOVANY SCREENING

A maximum of one (1) re-screen shall be provided per patient, if
required and will be paid in accordance with the table below.
Maximum reimbursement shall not exceed [JJJlij in total for the
site.

V pfipadé potfeby bude proveden maximalni pocet jeden (1)
opakovany screening na pacienta. Tento opakovany screening
bude proplacen podle niZze uvedené tabulky. Maximélni Uhrada
pracoviéti neprekroéi celkovou &astku .

Table 4:

Tabulka 4:

Visit Description Payment [CZK]

Popis navstévy Platba [CZK]

MAXIMUM - RE-SCREEN PAYMENT

MAXIMALNI PLATBA ZA OPAKOVANY
SCREENING

TOTAL RESCREEN PER SITE

CELKOVA CASTKA ZA OPAKOVANY ]
SCREEING NA PRACOVISTE

Re-screen payments will reflect the screening visits actually
completed in accordance with the table above. All re-screen
payments are subject to monitor verification. No additional Re-
screen cost shall be paid without prior written approval from
Sponsor/Covance.

Platby za opakovany screening budou vyplaceny za skute¢né
dokonéené screeningové navstévy podle nize uvedené tabulky.
V8echny platby za opakovany screening budou ovéfeny monitorem.
Zadné dalsi opakované screeningy nebudou placeny bez
pfedchoziho pisemného souhlasu Zadavatele/Covance.

6. TRAVEL REIMBURSEMENT

6. NAHRADY CESTOVNICH VYDAJU

As part of this clinical trial, the Covance further undertakes to
reimburse the Institution for compensation of patients' travel
expenses in connection with visits made in accordance with the
Protocol with a flat amount of [JJlij for each patient journey to
and from the study site. The flat amount is not included in the value
added tax base in accordance with Section 36 (11) of Act No.
235/2004 Coll., On Value Added Tax, as amended.

V ramci tohoto klinického hodnoceni se spoleénost Covance dale
zavazuje vyplatit Zdravotnickému zafizeni nahrady cestovnich
vydaji pacientl v souvislosti s navstévami uskuteénénymi
v souladu s protokolem, a to pausalni ¢astkou ve vysi [l za
kazdou cestu pacienta na pracovisté studie a zpét. Pausal se
v souladu s § 36 odst. 11 zakona €. 235/2004 Sb., o dani z pfidané
hodnoty, ve znéni pozdgjSich pfedpist, nezahrnuje do zakladu
dané z pfidané hodnoty.

For this purpose Covance shall provide, upon the signature of this
Agreement, the Institution with an advance payment in amount of
h assuming estimated enrollment of [ patients. This amount
shall be paid on the basis of issued invoice with designation ,travel
costs“ to the account of the Institution. Institution shall perform
billing of paid travel costs (with detailed list of amounts spent for
individual patients for the respective period) to Covance at the end
of each respective quarter.
After three-quarters of the advance payment have passed,
Institution is entitled to issue further invoice for the same amount as

Za timto Ucelem poskytne spole¢nost Covance po podpisu této
Smlouvy Zdravotnickému zafizeni platbu pfedem ve vySi pfi
predpokladaném naboru [ pacientti. Tato ¢astka bude vyplacena
na Ucet Zdravotnického zafizeni s oznacenim ,cestovni vydaje” na
zakladé vystavené faktury. Zdravotnické zafizeni vyuctuje
spoleCnosti Covance vyplacené cestovni vydaje (s podrobnym
rozpisem Castek vynaloZzenych jednotlivym pacientim za dané
obdobi), a to vzdy ke konci pfisluSného kalendafniho &tvrtleti. Po
vyCerpani tfi Ctvrtin zalohové Castky je Zdravotnické zafizeni
opravnéno vystavit dalSi fakturu, a to ve stejné vysi jako pfedchozi.
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the previous one. Covance shall pay the invoice without undue
delay.

In case the provided amount is not be drawn at all or only partially
due to e.g. a lower number of randomized patients, Institution shall
return the remaining amount to the account of Covance. Institution
shall maintain receipts of all payments made to patients. All
payments are available to the patient for verification. All payments
to patients are subject to monitor verification. Covance shall only
pay for travel costs relating to visits required under the protocol,
patients will not be reimbursed for travel costs related to visits which
are made as part of their routine standard of care.

Spoleénost Covance je poté povinna fakturu bezodkladné uhradit.
V pfipadé, Ze nedojde k Cerpani poskytnuté ¢astky vibec nebo
bude Cerpana pouze C&asteCné zdlvodu napf. nizSiho poctu
randomizovanych pacientl, vrati Zdravotnické zafizeni zbyvajici
¢astku na ucet spolecnosti Covance. Zdravotnické zafizeni uchova
vydajové doklady ke vSem platbam uskuteCnénym pacientdm.
V8echny platby jsou pacientovi k dispozici k ovéfeni. VSechny
platby pacientim budou ovéfeny monitorem. Spole¢nost Covance
uhradi pouze cestovni vydaje tykajici se navstév vyzadovanych
podle protokolu a pacientim nebudou proplaceny cestovni vydaje
souvisejici s navstévami, které jsou vykonany v rdmci jejich bézné
standardni péce.

Payment for these activities shall be strictly limited to those which
have received:

Platby za tyto ¢innosti budou pfisné omezeny na ty, které obdrZely:

a) prior approval of the relevant Ethics Committee, and

a) pfedchozi schvéleni pfisludnou etickou komisi a

b) if appropriate, prior approval of the local Regulatory Authority.

b) pokud je to relevantni, pfedchozi schvaleni mistnim kontrolnim
Ufadem.

7. SITE/PHARMACY COSTS

7. NAKLADY PRACOVISTE/ LEKARNY

Site Costs include costs incurred by the Site to conduct activities
necessary for initiation, maintenance and closure of the site.

Naklady pracovisté zahrnuji naklady, které pracovisté vynalozilo na
provadéni cinnosti potfebnych pro zahdjeni, vedeni a uzavfeni
pracoviste.

Payments for Site/Pharmacy Costs listed in Table 5 bellow will be
reimbursed in accordance with payment terms set forth above.
Payment shall be made with receipt and approval of detailed invoice
and any additional required supporting documentation.

Naklady pracovisté/lékarny uvedené nize v Tabulce 5 budou
hrazeny v souladu svySe uvedenymi platebnimi podminkami.
Platba bude provedena po pfijeti a schvaleni podrobné faktury
a veskeré dalSi poZzadované doprovodné dokumentace.

No further payments than those set forth in this Agreement and its
Appendices shall become due unless approved by Sponsor in
writing.

Nebudou splatné zadné jiné platby neZ ty, které jsou stanoveny
vtéto Smlouvé ajejich pfilohach, pokud Zadavatel pisemné
neschvali néco jiného.

Table 5: Tabulka 5:
Site Pharmacy Detail Per Total per Poplatky Podrobnosti |Najednu | Celkem na
Fees Occurrence | Site [CZK] pracovisti/ lékarné udalost | pracovisté
[CZK] [CZK] [CZK]
One off non- B e Zahajovaci poplatek | Jednorazova B
refundable nevratna
payment, platba,
E:eue(;éitset%t‘tj Bp invoiced after fakturovana po
Feo contract podpisu
signature with a smlouvy se
maturity of 30 splatnosti 30
days dni
Administrative per each B | B | | | Administrativni za kazdy T BE B
Fee contract poplatek dodatek ke
amendment smlouvé
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Economic
Department:

per each
commenced
year of active
treatment of
patients in the
study

Archiving Fee for | per each 1 |
15 years period patient
One off non- ]
refundable
Pharmacy: Start- | payment,
up Fee invoiced after
contract
signature

Pharmacy: per

N
receipt of per 1 shipment,
shipment of Study | max 25 per Site
Medication
Pharmacy: per B
transfer of .
shipment of Study per 1 Sh'pme’.“’
Medication to max 25 per Site
Study Site
Pharmacy: B
Administrative
Fee in relation of One off
returning of i
unused Study paymen
Medication to
Sponsor
Pharmacy: Close- One off . .
Out Fee payment
TOTAL MAXIMUM PER SITE

Oddeleni klinickych | za kazdy ]
hodnoceni zapocaty rok
aktivni [é¢by
pacientu ve
studii
Ekonomické za kazdy |
oddéleni zapocaty rok
aktivni [é&by
pacientu ve
studii
Archivacni poplatek | zakazdého1 | [
na dobu 15 let pacienta
Lékarna: zahajovaci | Jednorazova |
poplatek nevratna
platba,
fakturovana po
podpisu
smlouvy
Lekarna: za prevzeti | oy oy | I
zasilky studijni
medikace max 25.vn?
pracovisteé
Lékarna: za predani ]
zasilky studijni za 1 zasilku,
medikace na max 25 na
pracovisté studie pracovisté
Lékarna: ]
administrativni
pople}tek v Jednorazova
souvislosti s
L platba
vracenim
nespotiebované
studijni medikace
Lékarna: poplatek za | Jednorazova |
uzavieni nevratna platba

CELKOVE MAXIMUM NA PRACOVISTE

8. EQUIPMENT

8. VYBAVENI

No equipment shall be provided for this study.

Pro tuto studii se neposkytuje zadné vybaveni.

9. STUDY START-UP MEETING AND OTHER MEETING

9. NAHRADA NAKLADU ZA SCHUZKU K ZAHAJENI STUDIE

REIMBURSEMENT

A JINE SCHUZKY
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If requested by Sponsor and/or Covance, Investigator or Study staff
attendance at a Study startup meeting or other meeting relating to
the Study or Study Drug, Sponsor through Covance shall reimburse
Investigator or Study staff for reasonable and necessary travel and
lodging expenses incurred to attend such meeting(s). Sponsor
through Covance shall make such reimbursements within thirty (30)
days of receiving acceptable detailed documentation of such
expenses, provided that Covance receives such documentation
within sixty (60) days of the date that the expenses were incurred.

Pokud vyzaduje Zadavatel a/nebo Covance ucast ZkouSejiciho
nebo Personalu studie na Uvodni schiizce studie a na jinych
schlzkach souvisejicich se studii nebo s hodnocenym lékem, bude
tato UCast refundovana Zadavatelem prostfednictvim spoleénosti
Covance Zkou$ejicimu nebo personalu studie v pfiméfené vysi za
nezbytné cestovni a ubytovaci vydaje vzniklé v souvislosti
s navstévou téchto schizek. Zadavatel prostfednictvim spole¢nosti
Covance realizuje tuto refundaci do fficeti (30) dnl od obdrZeni
pfijatelné podrobné dokumentace téchto vydajl za pfedpokladu, ze
Covance obdrZi tuto dokumentaci do Sedesati (60) dnd od data
vzniku téchto vydaj.

10. PAYEE

10. PRIJEMCE PLATBY

SINGLE PAYEE

JEDINY PRIJEMCE

The Institution and Investigator certifies that the designated payee
is the proper payee for this Agreement. The parties agree that
payments under this Agreement shall be made by bank transfer in
accordance with payee bank transfer information detailed below.

Zdravotnické zafizeni a Zkou$ejici potvrzuji, Ze urCeny pfijemce
plateb je nalezitym pfijemcem plateb pro tuto Smlouvu. Strany se
dohodly, Ze platby podle této Smlouvy budou poukazovany
bankovnim pfevodem na dale uvedeny ucet.

Payee Account Holder | Fakultni nemocnice Brno

Name

Nazev maijitele uctu Fakultni nemocnice Brno

pfijemce plateb

Payee Address Jihlavska 20, 625 00 Brno

Adresa pfijemce Jihlavska 20, 625 00 Brno

plateb

Payee Tax ID Number | CZ65269705

Danové identifikacni CZ65269705

Cislo pfijemce plateb

VAT Registration 115260/04/291602/1906

Number (if applicable)

Payee Phone Number

Payee Email Address

Please provide any

11142019 nebo Cislo faktury

other reference
number/code to be

115260/04/291602/1906

11142019 nebo Cislo faktury

Cislo registrace k DPH
(pokud je relevantni)
Telefonni &islo
pfijemce plateb
E-mailova adresa
pfijemce plateb

Uvedte prosim
pfipadné jiné referenni
¢islo nebo kod, které
maji byt u platby

noted on payment uvedeny.
Nazev banky Ceské narodni banka
Bank Name Ceska narodni banka Cislo Ggtu 71234621/0710
Bank Account Number | 71234621/0710
Bank Address Rooseveltova 18, 601 10 Brno Adresa banky Rooseveltova 18, 601 10 Brno
IBAN CZ34 0710 0000 0000 7123 4621 IBAN CZ34 0710 0000 0000 7123 4621
Sort Code 0710 Kod banky 0710
Bank Swift Code/ ABA | CNBACZPP Kod Swift/ABA CNBACZPP
Routing #

11. FINAL PAYMENT

11. ZAVERECNA PLATBA

At the earlier of; Study Completion or termination of this Agreement,
if payments made to Institution exceed the earned amount,

Podle toho, co nastane dfive (dokonceni studie nebo ukonceni této
Smlouvy), pokud platby poukazané Zdravotnickému zafizeni
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Institution shall, upon receipt of written notice, promptly return the
overpayment.

pfekroCi vydélanou Castku, Zdravotnické zafizeni pfeplatek vrati
ihned po pfijeti pisemného oznameni.

Institution shall have sixty (60) business days from the date of the
close out visit to submit final invoices. Institution shall have thirty
(30) business days from receipt of final payment to dispute payment
discrepancies.

Zdravotnické zafizeni bude mit Sedesat (60) pracovnich dnl od
zavéredné navstévy na predlozeni kone¢nych faktur. Zdravotnické
zafizeni bude mit tficet (30) dni od pfijeti konecné platby na
vzneseni ndmitek proti nesrovnalostem v platbach.

[THE REMAINDER OF THIS PAGE IS INTENTIONALLY LEFT
BLANK]

[ZBYTEK TETO STRANKY JE ZAMERNE PONECHAN PRAZDNY]
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