5.3.

54

5.5

5.6

5.7

hodnoceni. Zpfistupnéni Vysledki
jakémukoli  subjektu, véetné smiuvni
vyzkumné organizace ¢&i etické komise
anebo regulatorniho organu nebude
povazovano za udéleni viastnického prava
k témto informacim témto subjektim.

Vrozsahu, vjakém prava dusevniho
vlastnictvi k Vysledkam nejsou
pfevoditelnd, udéluji timto Smluvni partnefi
Sponzorovi Studie vyhradni,
neodvolatelnou v misté a Case
neomezenou licenci s pravem udélovat

podlicence a to ke v8em zpUsobim uZziti
téchto Vysledkd. Odména za tuto licenci je
jiz zahrnuta v odméné Smluvnich partnert
dle ¢l. 4. Centrum se zavazuje vyvinout
maximalni Usili k tomu, aby skute&ni
vlastnici téchto prav dusevniho viastnictvi,
tzn. zameéstnanci Centra a/nebo
z(¢astnéné treti strany, umoznili Centru
udélit vySe uvedenou licenci Sponzorovi
studie.

Pro odstranéni pochybnosti plati, Ze
vynalezy, které jsou vylepSenimi, nebo
novym pouzitim & novymi lékovymi
formami Hodnoceného léku, jsou vyluénym
vlastnictvim Sponzora studie.

Smluvni partnefi se zavazuji zajistit, Ze
veskeré Vysledky (dale jen ,Vynalezy“),
ucinéné zaméstnanci Centra nebo jinymi
stranami zahrnutymi Smluvnimi partnery do
provadéni Studie, budou bezodkladné
oznameny  Zadavateli (z  povéfeni
Sponzora studie).

Sponzor studie anebo kterakoli s nim
Propojena osoba jsou opravnéni podat
prihlasku patentu pro tyto Vynalezy svym
viastnim jménem anebo jménem uréené
treti strany, na vlastni naklady, s uvedenim
jména vynalezce(-U) v pfihlasce patentu.
Smiuvni partnefi se zavazuji podepsat a
zajistit, aby zaméstnanci Centra a dalsi
subjekty zahrnuté Smluvnimi partnery do
provadéni Studie podepsali veskeré
dokumenty a poskytli takova svédectvi,
jaké Sponzor studie uzna za nezbytné pro
ucely podani prihlasky patentu a ziskani
patentu za UCelem ochrany opravnénych
zajml Zadavatele k dusevnimu vlastnictvi,
ktera vzniknou ze Studie.

Sponzor studie a jeho Propojené osoby
smi uzivat, rozmnoZovat a prevadét
anonymizované radiologické/diagnostické
snimky  pofizené v pribéhu  Studie
v souladu s ustanovenimi informovaného
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5.3

5.4

5.5

5.6

5.7

subjects. Disclosure of Results to any subject,
including a contracted research organization,
ethics committee or regulatory authority, shall
not be deemed as granting the ownership of
such information to these entities.

To the extent intellectual property rights to
Results are legally not assignable, the Study
Sponsor is hereby granted by the Contracting
Partners an exclusive, worldwide, sub-
licensable, time-unlimited and irrevocable
license for unlimited use of these Results. The
royalty fee for this license is already included
in the remuneration of the Contracting Partners
under Article 4. The Center shall make
maximum efforts so that the actual owners of
the intellectual property rights, i.e. employees
of the Center and/or involved third parties,
would allow the Center to grant the
aforementioned license to the Study Sponsor.

To eliminate any doubts, an invention that is
an improvement, a new use or a new drug
form of the Study Drug shall be the sole
property of the Study Sponsor.

The Contracting Partners agree to ensure that
all Results (hereinafter referred to as
‘Inventions”) made by employees of the
Center or other parties included in the Study
by the Contracting Partners shall be reported
to the Sponsor (on behalf of Study Sponsor)
without undue delay.

The Study Sponsor or any of its Affiliates shall
have the right to file a patent application for
such Inventions under its own name or under
the name of a designated third party and at its
own expense, with the inventor(s) named in
the patent application. The Contracting
Partners agree to sign and to have employees
of the Center and other parties involved in the
Study by the Contracting Parties sign all
documents and give such testimony as the
Study Sponsor deems necessary for filing a
patent application and for obtaining a patent in
order to protect its intellectual property
interests arising from the Study.

The Study Sponsor and its Affiliates may utilize,
reproduce and transform anonymized
radiological/diagnostic images made in the
course of the Study, in compliance with the
provisions of the informed consent and to the
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5.8

6.1.

souhlasu a v rozsahu tam stanoveném, pro
veskeré (cely, védecké a/nebo komeréni,
v jakékoli formé& a jakymikoli zplsoby,
elektronickymi nebo mechanickymi, véetné
pofizovani fotokopii, elektronickych
zaznamu (napf. na CD-ROM), mikro-kopii,
nebo prostfednictvim systém0 uchovavani
a obnovovani dat, véetné databank a
internetu. Za timto Gcelem udéluji Smluvni
partnefi  Sponzorovi studie vyhradni,
mistem neomezenou a neodvolatelnou
licenci, véetné prava udélovat podlicence
Propojenym osobam Zadavatele, k uzivani
vy$e uvedenych snimkd. Odména za tuto
licenci je jiz zahrnuta v odméné Smiuvnich
partnert dle ¢l. 4. Nejsou-li Centrum anebo
Hlavni zkou$ejici viastniky prav k témto
snimkim, Centrum  a/nebo  Hlavni
zkouSejici se zavazuji zajistit, aby skutecny
vlastnik téchto prav, tzn. zaméstnanci
Centra a/nebo tfeti osoby zahrnuté do

provadéni Studie, umoznili Smluvnim
stranam udélit vySe uvedenou licenci
Sponzorovi studie. Smluvni partnefi

potvrzuji, Ze veskeré takové snimky budou
ziskané se souhlasem subjektu hodnoceni,
ktery Centru pfeda Zadavatel a Ze nebudou
obsahovat Zadné informace, jejichz
prostfednictvim by mohl byt identifikovan
konkrétni subjekt hodnoceni.

Sponzor  studie  udéluje  Smluvnim
partnerim nevyhradni licenci k Vysledkim
vytvorenym v Centru pro interni
nekomeréni vyzkumné a vzdélavaci Ucely
pfi dodrzeni podminek zachovavani
dlvérnosti a podminek pro publikovani, jez
jsou obsazeny v této Smlouvé. Tato licence
neopraviuje k udélovani  jakychkoliv
podlicenci.

Cl. 6 — Zachovavani divérnosti

Smluvni partnefi se zavazuji zachazet se
véemi informacemi oznacenymi jako
,Dlvérné" a pfijatymi od Zadavatele nebo
jeho jménem anebo od Propojenych osob
Zadavatele v souvislosti se  Studii,
Hodnocenym |ékem, Protokolem nebo
touto Smlouvou a s Vysledky (dale jen
,Duvérné informace) pfisné davérné.
Smiluvni strany zarover sjednavaji, Ze jsou
Smiluvni partnefi povinni zachazet jako
s davérnymi i stémi informacemi, ktere
sice jako ,Dlvérné“ nejsou oznaceny, ale
mohou byt povazovany za Davérné
informace, a to na zakladé jejich povahy &i
podminek, které se vztahovaly Kk jejich
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extent specified in the informed consent, for any
scientific and/or commercial purposes, in any
foorm and by any means, electronic or
mechanical, including making photocopies,
electronic recordings (e.g. on CD-ROM), micro-
copies, or by any data storage and retrieval
systems, including data banks and the Internet.
The Contracting Partners hereby grant to the
Study Sponsor an exclusive, worldwide and
irrevocable license, with the right to grant a
sublicense to the Study Sponsor’s Affiliates, for
the use of aforementioned images. The royalty
fee for this license is already included in the
remuneration of the Contracting Partners under
Article 4. In the case that the Center or the
Principal Investigator is not the owner of these
rights to such images, the Center and/or the
Principal Investigator agree to ensure that the
actual owner of these rights, i.e. employees of
the Center and/or third parties involved in the
Study, would allow the Contracting Partners to
grant the aforementioned license to the Study
Sponsor. The Contracting Partners confirm that
all such images shall be obtained with trial
subjects’ consent that shall be submitted to the
Center by the Sponsor and that the images shall
not contain any information, through which the
relevant trial subject could be identified.

5.8 The Study Sponsor provides the Contracting

6.1

Partners with a non-exclusive license fo
Results created at the Center for internal non-
commercial research and educational
purposes, subject to confidentiality and
publication terms specified in this Agreement.
Such license does not allow for granting any
sub-licenses.

Article 6 — Confidentiality

The Contracting Partners agree to treat as
strictly confidential all information marked as
“Confidential” and received from or on behalf
of the Sponsor or any of its Affiliates in relation
to the Study, the Study Drug, the Protocol or
this Agreement as well as Results (hereinafter
referred to as “Confidential Information”).
The Contracting Parties agree that the
Contracting Partners must also treat as strictly
confidential any information that is not marked
as “Confidential” but can be considered
Confidential Information based on its nature or
conditions under which it was provided or
disclosed, including any data concerning the
Study, information for internal use only or

19/34



6.2.

6.3.

6.4.

poskytnuti ¢i zpfistupnéni, véetné vSech
udajl tykajicich se Studie, Gdajt pro vnitini
potifebu, anebo informaci vytvorenych na
zakladé Studie, a to napfiklad véetné

Protokolu, souboru informaci pro
zkouSejiciho ¢ predbéznych vysledkl
Studie. Smluvni partnefi smi pouZivat

Duvérné informace pouze pro ucely plnéni
této Smlouvy a zavazuji se nezpfistupnit
takové Davérné informace Zadné treti
strané mimo stran povérenych
Zadavatelem bez pfedchoziho pisemného
souhlasu Zadavatele. Smluvni partnefi se

zavazuji umoznit pfistup k Davérnym
informacim pouze osobam, jez se s
Diavérnymi informacemi maji  potiebu

seznamovat pro ucely poskytovani sluzeb
na zakladé této Smlouvy a i to pouze
tehdy, pokud tyto osoby byly Smluvnimi
partnery prokazatelné zavazany
k dodrzovani podminek alespoii tak
pfisnych, jako jsou podminky dle tohoto &l.
6.

Povinnost k zachovavani duavérnosti se
nevztahuje na ty pfipady, kdy Smluvni
partnefi jsou opravnéni publikovat Duvérné
Informace v souladu s ¢l. 7.

Pojem Duavérné informace, jak je pouzivan
v této Smlouveé, se nevztahuje na data a
informace, u nichz mohou Smluvni partnefi
prokazat, Ze (i) jimi Centrum nebo Hlavni

zkoudejici disponovali bez povinnosti
micenlivosti v dobé&, kdy jim byly
zpfistupnéné Zadavatelem nebo jeho
Propojenymi osobami, anebo jménem

nékterych z nich, (ii) jsou nebo se stanou
soucasti verejnych informaci jinak nez
jednanim ¢&i opomenutim Centra nebo
Hlavniho zkou$ejiciho, (iii)) je Centrum
nebo Hlavni zkousSejici pravem nabyli od
tieti strany, ktera neni viic¢i Zadavateli nebo
jeho  Propojenym  osobam  vazana
vyslovnou nebo predpokladanou povinnosti
micenlivosti, nebo (iv) byly vytvofeny
nezavisle  Centrem nebo  Hlavnim
zkouSejicim bez odkazovani se na
Davérné informace nebo jejich pouZiti.

Navic jsou Smiluvni partnefi opravnéni
zpfistupnit Dlvérné informace v takovém
rozsahu, v jakém je takové zpfistupnéni
vyZzadovano pravnimi pfedpisy nebo
vykonatelnym soudnim rozhodnutim, av8ak
za podminky, ze Smluvni partnefi o takové
skutecnosti v pfiméfeném c¢asovém
predstihu informuji Zadavatele a na jeho
Zzadost snim budou spolupracovat ve
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6.2

6.3

6.4

information created based on the Study, for
example including the Protocol, the dataset for
the investigator or preliminary results of the
Study. The Contracting Partners may use
Confidential Information only for the purposes
of performance of this Agreement and agree
not to disclose such Confidential Information to
any third party other than parties authorized by
the Sponsor without the Sponsor’s prior written
consent. The Contracting Partners agree to
provide access to Confidential Information only
to persons that need to know Confidential
Information for the purpose of providing
services based on this Agreement and only if
such persons were provably bound by the
Contracting Partners to observe conditions that
are at least as stringent as the conditions
under this Article 6.

The confidentiality obligation shall not apply as
long as the Contracting Partners have the right
to publish Confidential Information in
accordance with Article 7.

The term Confidential Information, as used in
this Agreement, does not apply to data and
information where the Contracting Partners
can prove that such data and information (i)
were already in possession of the Center or
the Principal Investigator without the
confidentiality obligation at the time of their
disclosure to them by or on behalf of the
Sponsor or any of its Affiliates, (ii) are or
become a part of public information by means
other than by an act or omission on the part of
the Center or the Principal Investigator, (iii)
were legally acquired by the Center or the
Principal Investigator from a third party not
bound to the Sponsor or its Affiliates by an
explicit or implied confidentiality obligation or
(iv) were created independently by the Center
or the Principal Investigator without reference
to Confidential Information or its use.

Furthermore, the Contracting Partners may
disclose Confidential Information to the extent
required by law or an enforceable court order,
provided, however, that the Contracting
Partners shall give the Sponsor reasonable
advance notice and shall cooperate with the
Sponsor to seek a protective order or any
other appropriate remedy upon the request of
the Sponsor. The Contracting Partners agree
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6.5.

6.6.

6.7.

6.8.

71

7.4

snaze dosahnout opatfeni za (celem
ochrany nebo jiného pfiméfeného pravniho
prostfedku. Smluvni partnefi se zavazuji
vyvinout vSechno pfiméfené usili, aby
zabezpedili divérné zachazeni s kteroukoli
zDGvérnych  informaci, jez  bude
zpristupnéna.

Tyto povinnosti k zachovavani micenlivosti
a zékazu pouzivani Duavérnych informaci
dle této Smlouvy zlstanou v platnosti i po
skonceni této Smlouvy.

Smluvni partnefi se zavazuji na Zadost
Zadavatele zlikvidovat a smazat Davérné
informace, jimiz disponuji anebo je vratit
Zadavateli.

Veskeré dohody existujici pfed uzavienim
této Smlouvy a tykajici se zachovavani
mic¢enlivosti ve vztahu ke Studi, se
nahrazuji touto Smlouvou a pouze ve
vztahu ke Studii.

Zadavatel se zavazuje  zachovavat
micenlivost o  skuteCnostech,  které
Centrum oznadi jako skute¢nosti davérné.

7 - Publikovani, tiskové zpravy a
vefejna oznameni

Zadavatel uznava zajem  Smluvnich
partner na nekomerénim védeckém
publikovani Vysledku, bez ohledu na to,
zda vysledek Studie je pozitivni Ci
negativni. S ohledem na opravnéné zajmy
Zadavatele se Smluvni partnefi zavazuji
dodrzovat  nasledujici  povinnosti  a
podminky pro publikovani:

Smiuvni partnefi se zavazuji poskytovat
Zadavateli ve$keré navrhy na publikovani
nebo Ustni prezentace tykajici se Studie
nebo Hodnoceného Iéku nebo Vysledki
(déle jen ,Publikace*) nejméné Sedesat
(60) dnu pred zamyslenym piedioZenim
nebo prezentaci Publikace, aby je
Zadavatel mohl zkontrolovat.

Pokud Zadavatel neucini vaéi Smluvnim
partnerim 2zadné oznameni ve |haté 45
dni ode dne, kdy mu byla dorucena
zamy$lena Publikace, Smluvni partnefi se
Zadavateli

zavazuji pfipomenout

zamyslené datum Publikace. Smiuvni
partnefi nejsou opravnéni publikovat
Publikace bez vyslovného souhlasu
Zadavatele.

Study LT4032-301
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to make maximum reasonable efforts to

ensure confidential treatment of any
Confidential Information that shall be
disclosed.

6.5 This confidentiality obligation and the prohibition

to use Confidential Information as specified in
this Agreement shall remain in effect even
after this Agreement is terminated.

6.6 The Contracting Partners agree to liquidate and

6.7

6.8

delete any Confidential Information in their
possession or to return it to the Sponsor upon
the request of the Sponsor.

All pre-existing agreements regarding the
confidentiality obligation with regard to the
Study shall be superseded by this Agreement
and only with regard to the Study.

The Sponsor agrees not to disclose any fact
that the Center designates as confidential.

Article 7 — Publication, Press Releases and

71

711

Public Announcements

The Sponsor acknowledges the interest of the
Contracting Partners in the non-commercial
scientific publication of Results, regardless of
whether the outcome of the Study is positive or
negative. Considering  the Sponsor’s
reasonable interests, the Contracting Partners
agree to comply with the following publication
obligations and terms:

The Contracting Partners agree to provide the
Sponsor with all proposed publications or oral
presentations relating to the Study or the Study
Drug or Results (hereinafter referred to as the
“Publication”) at least sixty (60) days prior to
the intended submission or presentation of the
Publication in order to allow the Sponsor to
review it.

If the Sponsor does not notify the Contracting
Partners within 45 days of the Sponsor's
receipt of the intended Publication, the
Contracting Partners agree to remind the
Sponsor of the intended date of the
Publication. The Contracting Partners are not
allowed to publish Publications without the
explicit consent of the Sponsor.
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713

Smluvni strany berou na védomi
souhlasi, Ze v pfipadé multicentrickych
studii se Vysledky Studie publikuji pouze
prostrednictvim koordinace se
Zadavatelem (a/nebo Sponzorem studie)
za U¢elem kombinovani vysledki ze vSech
center Ucastnicich se Studie. Smluvni
partnefi jsou opravnéni publikovat Vysledky
jejich Centra za podminky, Ze celkové
vysledky nebyly publikovany do 18 mésicl
od dokonceni Studie, a soucasné za
podminky postupovani v souladu
s podminkami stanovenimi v tomto élanku.

Zadavatel a Smluvni partnefi se zavazuji
prodiskutovat vesSkeré rozdily v nazorech
na zamysleny obsah Publikace za Ucelem
nalezeni feSeni uspokojivého pro Sponzora
studie i pro Smluvni partnery. Zadavatel je
opravnén navrhnout jakékoli zmény
Publikace, které od(vodnéné Sponzor
studie povaZuje za nezbytné pro védecké
Ucely. Smiluvni partnefi se zavazuji, Ze
implementace takovych doporuéenych
zmén nebude bezdlvodné odmitnuta.

Pokud Ize odekavat, Ze takova Publikace
by mohla mit neZadouci uCinek na
zachovani dlivérnosti kterékoli z DGvérnych
informaci  Sponzora studie, Smluvni
partnefi se zavazuji zabranit takové
Publikaci, ledaze predmétna Duvérna
informace  nemuze byt vymazana
z Publikace bez Ujmy védecké spravnosti
Publikace.

Pokud by Publikace z pohledu Zadavatele
(a/nebo Sponzora studie) mohla mit
nezadouci (¢inek na schopnost ziskat
patentovou ochranu pro kterykoli Vynalez,
Zadavatel ma pravo pozadovat odklad
Publikace na pfimérenou dobu za uéelem
pfipravy a podani 2adané patentové
pfihla8ky Zadavatelem nebo jeho jménem,
avSak tato doba nesmi pfesahnout Sest (6)
mésicl od data, kdy byla Zadavateli
Publikace doruéena ke kontrole. Zadavatel
ma pravo pozadovat dal$i odklad
Publikace, pokud patentova pfihlaska byla
poddna a pokud pfihlaska s pravem
pfednosti je neuplna a vramci 1 roku od
podani piihlasky s pravem prednosti musi
byt do zadosti doplnén predmét patentové
prihlasky. V tomto pfripadé ma Zadavatel
pravo pozadovat odklad jakékoli Publikace
az do dopinéni prihlasky s pravem
prednosti. Zadavatel nebude zakazovat
Publikaci v pfipadé, kdy informace, ktera je
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a 7.1.3The Contracting Parties acknowledge and

agree that, in case of multi-center studies,
Resulis of the Study are published only
through coordination with the Sponsor (and/or
Study Sponsor) in order to combine the results
of all centers participating in the Study. The
Contracting Partners may publish Results of
their Centers on the condition that overall
results were not published within 18 months of
the completion of the Study, subject to the
compliance with the terms set forth in this
Article.

The Sponsor and the Contracting Partners
agree to discuss any difference of opinion with
regard to the intended content of the
Publication in order to find a solution
satisfactory for the Study Sponsor and the
Contracting Partners. The Sponsor may
recommend any changes in the Publication,
which the Study Sponsor reasonably deems

necessary for scientific purposes. The
Contracting Partners agree that the
implementation of such recommended

changes shall not be unreasonably refused.

If such Publication is expected to have an
adverse effect on the confidentiality of any of
the Study Sponsor's Confidential Information,
the Contracting Partners shall prevent such
Publication, unless the Confidential Information
can be deleted from the Publication without
detriment to the scientific correciness of the
Publication.

If the Publication may - in the Sponsor's
(and/or Study Sponsor) view - have an
adverse effect on the ability to obtain patent
protection for any Invention, the Sponsor may
request a delay of the Publication for a
reasonable period of time in order to enable
the preparation and filing of any desired patent
application by, or on behalf of, the Sponsor;
such period, however, may not to exceed six
(6) months from the day the Sponsor received
the intended Publication for review. The
Sponsor may request a further delay of the
Publication in the case that the patent
application has been filed and the priority
application is incomplete and the subject-
matter has to be added to the application
during the priority year. In such a case, the
Sponsor may request a delay of any
Publication until the completion of the priority
application. The Sponsor shall not prohibit the
Publication if the patentable information was
removed from the planned Publication.
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717

7.2

7.3

7.4

7.5

7.6

zpusobila byt pfedmétem patentové
ochrany, byla zplanované Publikace
odstranéna.

Smluvni partnefi se zavazuji zahrnout do

kazdé Publikace ustanoveni informujici, Zze
vytvoreni dat bylo podpofeno Zadavatelem
a soucasné se Smluvni partnefi zavazuji
informovat o své mife angazovanosti ve
Studii a prospéchu, ktery jim ze Studie
plynul. Autorstvi a uznani za védecke

publikovani by mély byt vsouladu
s Jednotnymi pozadavky na rukopisy
vydanymi Mezinarodnim vyborem
redaktorli lékafskych Gasopist - ICMJE

(Uniform Requirements for Manuscripts).

Smiluvni partnefi se =zavazuji zavazat
stejnymi povinnostmi a pozadavky na
publikovani, které jsou stanoveny v &l. 7.1
také v8echny Cleny studijniho tymu.

Povinnosti stanové v ¢él. 7.1 zlstanou
v platnosti dal8ich patnact (15) let po
pfedéasném ukonéeni nebo Fadném

uplynuti této Smlouvy.

Sponzor studie je opravnén zverejnit
vysledky Studie zplsobem, ktery uzna za
vhodny, a to jak po celou dobu trvani této
smlouvy, tak po jejim ukonceni, dale je
Sponzor studie opravnén umistit informace
o Studii a o Vysledcich na internet, napf.
na stranky www.ClinicalTrials.gov
(zverejnéni registru) a na stranky pro
zvefejnéni vysledkl, na firemni stranky
Sponzora studie (zvefejnéni registru a
vysledkl) a v  kterékoli databazi
vyzadované pravnimi predpisy v souladu
s pfislusnymi  standardy ve  vztahu
k rozsahu, formé a obsahu.

Smluvni partnefi se zavazuji nepublikovat
zadné tiskové zpravy nebo jina vefejna
oznameni o Studii, Vysledcich Studie
a/nebo Hodnoceném léku bez piedchoziho
pisemného souhlasu Zadavatele,
s vyjimkou opravnéné zvefejnénych a
verejné dostupnych informaci.

Nazev Zadavatele a Sponzora studie
nesmi byt pouzivan v Zzadném reklamnim ¢&i
jiném materialu Smluvnich partnerd bez
pfedchoziho pisemného schvéleni
Zadavatelem.
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7.1.7 The Contracting Partners agree to include in

every Publication information that the creation
of data was supported by the Study Sponsor
as well as information about their involvement
in the Study and their benefits from the Study.
Authorship and  acknowledgements for
scientific publications should be consistent with
the Uniform Requirements for Manuscripts
issued by the International Commitiee of
Medical Journal Editors (ICMJE).

7.2 The Contracting Partners agree to impose the

7.3

7.4

7.5

7.6

same obligations and requirements for
publications as set forth in Article 7.1 on all
Study Team Members.

The obligations set forth in Article 7.1 shall
remain in effect for another fifteen (15) years
after early termination or expiration of this
Agreement.

The Study Sponsor may publish Results of the
Study in any manner it deems appropriate,
both during, and following termination of this
Agreement; the Study Sponsor may also post
information about the Study and Results on the
Internet, e.g. on www.CClinicalTrials.gov
(register posting) and on websites for results
posting, on the Study Sponsor's company
website (register and results posting) and in
any other database required by laws in
accordance  with  applicable  standards
regarding scope, form and content.

The Contracting Partners agree not to publish
any press release or any other public
announcements about the Study, Results of
the Study and/or the Study Drug without the
Sponsor's prior written consent, except for
justifiably disclosed and publicly available
information.

The name of the Sponsor and Study Sponsor
may not be used in any advertising or any
other material of the Contracting Partners
without the  Sponsor's  prior  written
authorization.
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Cl. 8 — Odpovédnost a odskodné&ni

8.1.

8.2.

8.2.1

8.22

8.2.3

8.3.

8.4

Smluvni partnefi se zavazuji Zadavateli
nahradit Gjmu (véetné Ujmy nemajetkové)
vzniklou z ddvodu (i) nedbalostniho nebo
umysiného  protipravniho  jednani  &i
opomenuti a/nebo (i) poruseni kterékoli
z povinnosti pfijatych na zakladé této
Smlouvy kterymkoli z nich, nebo kterymkoli
ze zaméstnanct Centra nebo smluvnich
partnerd, jichZ pouZiji pro Gcéely plnéni této
Smlouvy.

Zadavatel je  Smluvnim  partnerim
(Centrum, Hlavni  zkouSejici  dale
oznacovani jen jako ,Od$kodiiovana

strana“) povinen nahradit Gjmu (vCetné
Ujmy nemajetkové) v rozsahu, vjakém je
vici nim u pfisluéného soudu subjektem
hodnoceni nebo jinymi ktomu podle
platnych pravnich pfedpisi opravnénymi
osobami Uspésné uplatnén zejména narok
na nahradu Ujmy na zdravi (véetné smrti)
vzniklé zddvodu uzivani Hodnoceného
léku nebo jakéhokoli vykonu nebo postupu
vykonaného na subjektu hodnoceni dle
poZadavku Protokolu, a to za podminky, ze
tato ujma:

nevznikla zdlvodu, Ze Odskodfiovana
strana nejednala v souladu (a)
s podminkami této Smlouvy; alnebo (b)
Protokolem; a/nebo (c) vSemi pfislusnymi
pravnimi pfedpisy a pravidly upravujicimi
provadéni Studie; a/nebo (d)
bezpec€nostnimi opatfenimi a pisemnymi
pokyny Zadavatele nebo jeho Propojenych
osob; a/nebo

nevznikla zdOvodu nedbalého nebo
Umysiného  protipravniho  jednani  &i
opomenuti Odskodriované strany; a/nebo

neni plné nahrazena z  pojisténi
sjednaného v souladu s pravnimi predpisy
ve prospéch OdSkodiované strany.

Dale plati, Zze pokud vznikne takova Ujma
pouze zcasti zdlvodd na strané
Odskodriované strany uvedenych v él.
8.2.1, nebo 8.2.2, Ods$kodriované strané
vznikd narok na nahradu djmy vadi
Zadavateli v rozsahu, v jakém se na vzniku
Skody nepodilely divody uvedené v él.
8.2.1 a/nebo 8.2.2.

Pravo Smluvnich partner( na nahradu ajmy
dle &l. 8.2 dale nevznikne a Zadavatel
nebude mit povinnost nahradu Ujmy

Study LT4032-301
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8.1

8.2

Article 8 - Liability and Indemnity

The Contracting Partners agree to indemnify
the Sponsor for any damage (including non-
pecuniary damage) incurred as a result of (i) a
negligent or willful illegal act or omission
and/or (i) a breach of any obligations assumed
under this Agreement by either of them or any
employee of the Center or contractors used for
the purposes of fulfilment of this Agreement.

The Sponsor must indemnify the Contracting
Partners (hereinafter the Center and the
Principal Investigator collectively referred to as
the “Indemnified Party”) for damage
(including non-pecuniary damage) to the
extent to which a trial subject or any other
under law entitled person successfully claims
namely damage to health (including death) as
a result of using the Study Drug or any clinical
intervention or procedure required by the
Protocol in a competent court of justice,
provided that such damage:

8.2.1 did not arise from the failure of the Indemnified

Party to comply with (a) the terms of this
Agreement; and/or (b) the Protocol, and/or (c)
all applicable laws and regulations governing
the performance of the Study, and/or (d) safety
measures and written instructions of the
Sponsor or its Affiliates; and/or

8.2.2 does not arise from a negligent or willful illegal

act or omission of the Indemnified Party;
and/or

8.2.3 is not fully covered by insurance taken out in

8.3

8.4

compliance with applicable laws for the benefit
of the Indemnified Party.

In the case that such damage incurs only in
part due to reasons on the part of the
Indemnified Party as specified in Article 8.2.1
or 8.2.2, the Indemnified Party shall be entitled
to indemnification from the Sponsor to the
extent to which the reasons indicated in Article
8.2.1 and/or 8.2.2 did not contribute to the
damage.

The Contracting Partners shall not be entitled

to indemnification under Article 8.2 and the
Sponsor shall not provide indemnification, with
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8.4.1

8.4.2

843

9.1.

poskytnout, s vyjimkou odst. 8.4.3, pouze
v rozsahu, ve kterém bude mit poruseni
nékteré znize uvedenych povinnosti ze
strany Smiluvnich partnert negativni vliv na
moznost UspéSné se branit  proti
uplatnénému naroku na nahradu Gjmy:

Smluvni partnefi se zavazuji pisemné
informovat Zadavatele o kazdém naroku
a/nebo Zalobé v maximalnim mozZném
rozsahu, jez spadaji nebo by mohly spadat
pod tato ustanoveni o nahradé Gjmy, a to
do patnacti (15) dnt ode dne, kdy se o
nich dovédéli, a soucasné umoznit
Zadavateli, aby schvaloval vSechny Ukony
a obranu proti takovému naroku nebo

Zalobé vcetné rozhodovani o jeho
urovnani; a
Smiuvni partnefi jsou povinni

spolupracovat se Zadavatelem a jeho
pravnimi zastupci a pojistiteli pfi obrané
proti takovému naroku nebo Zalobé, a
zajistit takovou spolupraci také svych
zaméstnanc(; a

Smiuvni partnefi nesmi uznat ani urovnat
zadny takovy narok nebo soudni fizeni bez

predchoziho pisemného souhlasu
Zadavatele.

Cl. 9 - Pojisténi
Zadavatel a Sponzor studie, kazdy
v aplikovaném rozsahu, odpovida za
zajisténi  pojisténi pro Gcely  Studie

v souladu s pfislusnymi pravnimi pfedpisy.
Za timto Ucelem Zadavatel prohladuje, Ze

Sponzor studie zajistil pojisténi
odpovédnosti Sponzora studie a
ZkousSejiciho za Skodu (vEetné

nemajetkové Ujmy, vyjma nemajetkove
Ujmy zpusobené poruSenim prav na
ochranu osobnosti ¢i jména, urazkou na cti,
pomluvou, Sikanou, obtézovanim,
nerovnym zachazenim ¢&i jinymi zplsoby
diskriminace), jehoz prostfednictvim je
zajisténo i odskodnéni v pfipadé smrti
subjektu hodnoceni nebo v pfipadé djmy
vzniklé na zdravi subjektu hodnoceni v
dusledku provadéni Studie v souladu s §
52 odst. 3 pism. f) zakona o lédivech. Pro
vylouéeni pochybnosti Zadavatel a Smluvni
partnefi prohladuji, Ze pojisténi podle
tohoto odstavce nenahrazuje pojisténi
vztahujici se k aktivitam, které nesouvisi se
Studii, napf. bézné poskytovani
zdravotnich sluzeb.
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8.4.1

the exception of Paragraph 8.4.3, if the
Contracting Partners breach any of the
following obligations and such breach has a
negative impact on the possibility of successful
defense against the lodged claim:

The Contracting Partners agree to notify the
Sponsor in writing and as much as possible
about a claim and/or lawsuit that falls or could
fall under these provisions on indemnification
within fifteen (15) days of learning about such
a claim or lawsuit and to allow the Sponsor to
approve all acts and defense against such a
claim or lawsuit, including the right to decide
on its settlement; and

8.4.2 The Contracting Partners must cooperate and

require its employees to cooperate, with the
Sponsor and its attorneys and insurers in the
defense of such a claim or lawsuit; and

8.4.3 The Contracting Partners may not recognize or

9.1

settle any such claim or lawsuit without the
prior written consent of the Sponsor.

Article 9 — Insurance

The Sponsor and Study Sponsor, for each of
their applicable responsibility, shall be
responsible for taking out insurance for the
purposes of the Study in compliance with

applicable legal regulations. For these
purposes, the Sponsor represents and
warrants that Study Sponsor took out

insurance of liability of the Study Sponsor and
the Investigator for damage (including the non-
pecuniary damage, with the exception of non-
pecuniary damage caused by violation of
personality or name protection rights, by
defamation, slander, bullying, harassment,
unequal treatment or by any other way of
discrimination), including indemnification in
case of death of a trial subject or damage to
health to a trial subject due to the Study
performance pursuant to Section 52 (3, f) of
Pharmaceuticals Act. In order to eliminate any
doubts, the Sponsor and the Contracting
Partners represent and warrant that this
insurance does not replace insurance covering
activities which are not related to the Study,
e.g. a regular provision of medical services.
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Cl. 10 — Ochrana a zpfistupnéni osobnich

10.1.

10.2.

10.3

udaji
Smluvni partnefi jsou si védomi,
Sponzor studie nebo tfeti osoba
Sponzorem studie povéfena budou

vkladat Vysledky Studie a veSkeré zpravy
souvisejici se Studii, zaznamy o $kolenich
vmisté provadéni Studie a vystupy
z veskerych audita provadénych
Sponzorem studie nebo jeho jménem podie
pravidel spravné klinické praxe ¢i inspekci
do internich elektronickych databazi
Sponzora studie a/nebo ftretich osob
povéfenych Sponzorem studie. V ramci
této spravy dat mohou byt v souladu
s pozadavky pravidel spravné klinicke
praxe a pfislusnych pravnich predpist na

useku ochrany osobnich udaja
uchovavany, zpracovavany a pouzivany
Sponzorem studie, jeho Propojenymi

osobami a povérenymi tfetimi stranami
osobni Udaje Hlavniho zkousejiciho, jako
jsou jméno, pfijmeni a adresa, finanéni
zajmy podle Potvrzeni o finangnich
zajmech, a dale také osobni Gdaje jinych
zaméstnanct Centra, Clent studijniho
tymu a jejich zaangazovani ve Studii a
vystupy auditd provedenych Sponzorem
studie podle pravidel spravné Kklinické
praxe ¢&i inspekci (dale jen ,Data") a
pravnich  predpist  vztahujicich  se
k ochrané osobnich Gdaju. Sponzor studie
bude poskytovat tato Data externim
vefejnym  databazim jako je napf.
clinicaltrials.gov a v nezbytném rozsahu na
zakladé pfislusnych pravnich predpisu také

organim vefejné moci. Data budou
zpracovavana pro  plnéni  pravnich
povinnosti  Sponzora  studie  a/nebo

Zadavatele a pro management Kklinickych
hodnoceni. Data budou zpracovavana po
dobu neuréitou, nejdéle véak do naplnéni
ucelu.

Smluvni partnefi se zavazuji zajistit, Ze do
provadéni Studie nebudou zaangaZovany
zadné fyzické osoby, dokud tyto osoby
neudéli souhlas se zpracovanim svych
osobnich Gdajlu v rozsahu dle pfilohy €. 2
této Smlouvy a dokud Smluvni partneri
neza$lou tento souhlas Zadavateli.

Smiluvni partnefi se zavazuji neprodlené a
pisemné informovat Zadavatele o jakémkoli
poruSeni ustanoveni o  bezpecnosti
osobnich Udajd, v kazdém pfipadé v8ak
nejpozdéji do 2 dni od data takového
poruseni.
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Article 10 - Personal Data Protection and

10.2

Disclosure

ze 10.1 The Contracting Partners understand that the

Study Sponsor or a third party authorized by
the Study Sponsor shall enter Results of the
Study, all reports related to the Study, site-
training records and outcomes of all audits
performed by, or on behalf of, the Study
Sponsor into internal electronic databases of
the  Study Sponsor and/or third parties
authorized by the Study Sponsor in
compliance with good clinical practice rules or
inspections. As part of such data management,
the personal data of the Principal Investigator,
such as first and last name, address and
financial interests according to the Financial
Interests Declaration, as well as the personal
data of other employees of the Center, Study
Team Members and their involvement in the
Study and outcomes of audits performed by
the Sponsor in compliance with good clinical
practice rules or inspections (hereinafter
referred to as “Data”) and personal data
protection laws may be stored, processed and
used by the Study Sponsor, its Affiliates and
authorized third parties in compliance with
good clinical practice rules and applicable
personal data protection laws. The Sponsor or
Study Sponsor shall provide Data to external
public databases, such as clinicaltrials.gov, as
well as, to the extent necessary under
applicable law, to government authaorities. Data

shall be processed for the purposes of
compliance with the Study Sponsor or
Sponsor's legal obligations and for the

management of clinical trials. Data shall be
processed for an indefinite period of time,
however, no longer than until the purpose, for
which they are processed, is fulfilled.

The Contracting Partners agree not to enroll
any natural persons in the Study until such
persons grant their consent to the processing
of their personal data to the extent specified in
Appendix 2 to this Agreement and until the
Contracting Partners send such consents to
the Sponsor.

10.3 The Contracting Pariners agree to inform the

Sponsor in writing about any breach of
personal data protection provisions without
undue delay; however, no later than 2 days
following such breach.
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10.4 Smluvni partnefi, Sponzor studie, CRO a

12.1.

. Tato smlouva nabyva platnosti

. Prava a povinnosti

Zadavatel se zavazuji jednat v souladu
s pfislunymi pravnimi pfedpisy na useku
ochrany  osobnich  Gdaji, zejména
nafizenim Evropského parlamentu a Rady
(EU) 2016/679 ze dne 27. dubna 2016 o
ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Gdaji a o volném
pohybu téchto Gdaji a o zruSeni smérnice
95/46/ES (obecné nafizeni o ochrané
osobnich (daji) zadkonem upravujicim
zpracovani osobnich Gdaju a pfislusnymi
pokyny Statniho Ustavu pro kontrolu léCiv,
zejména pokynem KLH-22, pokud se
uplatni.

Cl. 11 = Trvani Smlouvy

dnem
podpisu poslednim Smiuvnim Partnerem a
Géinnost prvnim dnem po zvefejnéni v
centralnim registru smiuv (je-li vyzadovano
zakonem) a skonéi dnem kdy (a) bude
dokonéena celkova zprava o Studii, nebo
(b) bude provedena posledni platba
Zadavatelem, pficemZ rozhodujici je ta
z t&chto skuteénosti, ktera nastane pozdéji.

Smluvnich stran
stanovené v této Smlouvé, které s ohledem
na svou povahu maji pfetrvat i po skonceni
této Smlouvy (véetné prav s ohledem na
vlastnictvi, Vynalezy, zachovavani
miGenlivosti, publikace, protikorup¢nich
ustanoveni, odpovédnosti a odskodnéni),
zUstavaji v platnosti i po skonéeni nebo
spinéni této Smlouvy.

¢l. 12 — Ukonéeni

Bez ohledu na jakékoli jiné pravo ukoncit
tuto Smlouvu, jez muzZe byt stanoveno
v této Smilouvé anebo vyplyva zobecné
zavaznych pravnich predpist, Zadavatel
ma pravo ukondit tuto Smlouvu kdykoli i
bez uvedeni divodu na zakladé vypovédi
s tficetidenni (30) vypovédni Ihitou. lhned
po doruceni vypovédi této Smlouvy na
zakladé  kteréhokoli ustanoveni této
Smlouvy, se Centrum a Hlavni zkou$ejici
zavazuji (i) zastavit nabor a zafazovani
subjektt hodnoceni do Studie, (ii) zastavit
provadéni veskerych postupl, u jiz
zafazenych subjektt hodnoceni, a to
v mife, v jaké to dovoluje |ékaiské hledisko,
a (jii) zdrzet se v maximalni mozné mife
vytvafeni daldich ndkladd a vydaju. V
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10.4

11.2

121

The Contracting Partners, the Study Sponsor,
the CRO and the Sponsor agree to adhere to
applicable personal data protection laws,
especially Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27
April 2016 on the protection of natural persons
with regard to the processing of personal data
and on the free movement of such data, and
repealing Directive 95/46/EC (General Data
Protection Regulation), the law regulating
personal data processing and relevant
guidelines of the State Institute for Drugs
Control, in particular guideline KLH-22, if
applicable.

Article 11 — Term of the Agreement

This agreement shall be valid from the date of
signature of the last Contracting Partner and
effective from the date following the date of its
disclosure in Central register of contracts (if
required by the law) and shall end on the day
(a) the overall Study report is completed or (b)
the Sponsor makes its last payment,
whichever occurs later.

The rights and obligations of the Parties that
are set forth in this Agreement and by nature
are to survive this Agreement (including,

without limitation, rights with respect to
ownership, Inventions, confidentiality,
publication, anti-bribery, liability and

indemnification) shall remain in effect even
after this Agreement is terminated or
completely performed.

Article 12 — Termination

Notwithstanding any other termination right set
forth in this Agreement or in the applicable
generally binding legal regulations, the
Sponsor reserves the right to terminate this
Agreement at any time without cause based on
thirty-day notice. Immediately upon receipt of
the notice based on any provision of this
Agreement, the Center and the Principal
Investigator agree to (i) cease recruiting and
enrolling trial subjects in the Study, (ii) cease
all procedures to the extent medically
permissible on trial subjects already enrolled in
the Study and (iii) refrain as much as possible
from incurring additional costs and expenses.
In the case that the Center or the Sponsor
announces that the thirty-day notice does not
provide enough time to evaluate risks for
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12:2.

12.3.

12.4

pfipadé, Ze Centrum nebo Zadavatel sdéli,
Ze vypovédni Ihita v délce triceti (30) dnu
je  nedostateéné dlouha doba na
vyhodnoceni rizik pro zafazené Subjekty
hodnoceni, kterym je podavan Hodnoceny
Iék, budou smluvni strany spolupracovat na
tom, aby byla bezpec¢né ukoncéena lécba
téchto subjektd timto lécivem v prabéhu
vzajemné dohodnuté doby, ale v Zadném
pfipadé nebude zavazek Zadavatele
dodavat Hodnoceny 1ék podle této Smlouvy
trvat déle nez pfiméfenou dobu.

Smluvni partnefi a Zadavatel, kazdy z nich,
maji  pravo ukonéit tuto  Smlouvu
s okamzitym (cinkem formou vypovédi
doruéené druhé smluvni strané v pfipadé,
Ze provadéni Studie v Centru musi byt
ukonéeno z lékarskych anebo etickych
divodl. Ukonéeni Smlouvy Smluvnimi
partnery dle pfedchozi véty je Hlavni
zkouSejici povinen predem prokonzultovat
se Zadavatelem. Aniz je tim dotceno
pfedchozi ustanoveni, v pfipadé kritickych
nebo dulezitych zjisténi vramci auditu

nebo inspekce tykajicich se spravné
klinické praxe, farmakovigilance nebo
regulatornich  zaleZitosti, praxe nebo

postupu, které maji nepfiznivy vliv na
prava, bezpec¢nost, nebo blaho subjektl
hodnoceni anebo které mohou
pfedstavovat potencialni riziko pro vefejné
zdravi anebo které mohou mit za nasledek
nepfijatelnost dat ze Studie anebo které
pfedstavuji vazné poruseni pfislusnych
pravnich predpist a pravidel, ma Zadavatel
pravo (podle své volby) s okamzitym
ucinkem doCasné zastavit nabor subjektd
hodnoceni, dokud nebudou predmétna
zjiSténi zcela posouzena nebo s okamzitym
uginkem ukonéit tuto Smlouvu.

V pfipadé, Ze kterékoli zpovoleni &i
souhlasl nezbytnych pro provadéni Studie
je (i) s konectnou platnosti zamitnuto anebo

(i) zruSeno, skonc¢i tato Smlouva
automaticky dnem doruceni oznameni
(rozhodnuti) o takovém  konecném

zamitnuti &i zrueni.

Pokud se Zadavatel odlvodnéné domniva,
Ze Smluvni partnefi nebudou schopni zagit
nabor anebo splnit svoje povinnosti tykajici
se naboru vramci sjednané lhaty, ma
Zadavatel pravo na zakladé oznameni
doruéeného  Smiuvnim partnerim (a)
s okamzitym G&inkem sniZit pocet subjektd
hodnoceni, jeZ maji byt zafazeni do Studie;
anebo (b) prodlouzit dobu naboru; anebo
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12.2

12.3

12.4

enrolled trial subjects who receive the Study
Drug, the Contracting Parties shall cooperate
so that the treatment of the trial subjects with
the Study Drug would be safely terminated
during a mutually agreed period of time;
however, the Sponsor shall not be required to
provide the Study Drug based on this
Agreement for an unreasonable period of time.

The Contracting Partners and the Sponsor
each have the right to terminate this
Agreement with immediate effect by giving
written notice to the other party in the case that
the Study at the Center needs to be terminated
due to medical or ethical reasons. The
Principal Investigator must consult termination
of this Agreement by the Contracting Partners
under the previous sentence with the Sponsor
beforehand. Without prejudice to the foregoing,
in the event of critical or important findings
from an audit or inspection related to good
clinical  practice, pharmacovigilance or
regulatory matters, practice or procedure that
have a negative impact on the rights, safety or
well-being of trial subjects or that may pose a
potential risk to public health or that may
render Study data inadmissible or that
seriously violate applicable legal regulation
and rules, the Sponsor reserves the right (at its
own discretion) to temporarily stop the
recruitment of frial subjects with immediate
effect until the relevant findings are fully
assessed or to terminate this Agreement with
immediate effect.

In the case that any authorization or consent
necessary for the performance of the Study is
(i) finally rejected or (ii) withdrawn, this
Agreement shall be automatically terminated
on the day of receipt of notification (decision)
of such final rejection or withdrawal.

In the case that the Sponsor reasonably
believes that the Contracting Partners shall be
unable to start recruitment or to fulfil their
recruitment obligations by the agreed deadline,
the Sponsor shall have the right, by sending
written notice to the Contracting Partners, to
(a) decrease with immediate effect the number
of trial subjects to be recruited; or (b) extend
the recruitment deadline; or (c) terminate this
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12.6

12.7

12.8

(c) ukonéit tuto Smlouvu vypovédi. Dle
pismene c¢) mulZe Zadavatel vypoveédét
Smlouvu s okamzitym U&inkem, avSak
pouze pokud predem pisemné upozornil
Smiuvni partnery na jejich prodleni
s naborem subjektt hodnoceni a poZadal
je o napravu v dodate¢né priméfené |hate,
kterou jim za timto GCelem stanovi, a
Smluvni partnefi ani vtakové dodatecné
Ihdté napravu neucini.

V pfipadé, Zze Zadavatel neschvali nového
Hlavniho zkousejiciho podle &l. 2.27 anebo
tento novy hlavni zkou$ejici se pisemné
nezavaze k povinnostem dle této Smlouvy,
Zadavatel je opravnén tuto Smlouvu
ukondit vypovédi ke dni doruceni vypovédi
Centru. V pripadé, Zze Hlavni zkou$ejici a
Zadavatel maji zajem pokracovat ve
spolupraci pii provadéni Studie v jiném
zdravotnickém  zafizeni, Centrum se
zavazuje  poskytnout  soucinnost  pfi
pfevedeni relevantnich dat, informaci a
materidlu, které nejsou viastnictvim Centra,
ve prospéch nového centra.

V pfipadé, Ze béhem auditu nebo inspekce
dozornych organl bude zji$téno poruseni
ustanoveni této Smlouvy nebo Protokolu ze
strany Centra nebo Hlavniho zkous$ejiciho
(nebo nedodrZeni ustanoveni této Smlouvy
ze strany kteréhokoli jiného Clena
studijniho tymu), ma Zadavatel pravo tuto
Smiouvu vypovédét s okamzitou ucinnosti.

Zadavatel je povinen prostiednictvim CRO
uhradit v8echny dluzné &astky za fadné
poskytnuté sluzby Smiluvnimi partnery na
zakladé této Smlouvy a naklady, které jim
odivodnéné vznikly, ke dni doruceni
vypovédi anebo v pfipadé skonéeni této
Smlouvy dle ¢l. 12.1 k poslednimu dni
vypovédni lhity anebo v pfipadé skonceni
této Smiouvy dle ¢€l. 12.3 ke dni doruéeni
tam uvedeného kone¢ného zamitnuti.
Pokud Centrum a Hlavni zkouSejici
prokazatelné obdrzeli vy3Si &astky odmény
a nakladd, na néZz mu podle skutecné
provedenych  ¢innosti  vznikl  narok
v souladu s touto Smlouvou, Centrum a
Hlavni zkousejici se pfisludny rozdil
zavazuji zaplatit zpét CRO bez zbyte&ného
odkladu.

Pfi skon€eni Smlouvy se Smiluvni partnefi
zavazuji  vratit ~ Zadavateli  veSkery
nespotiebovany material a predméty, jez
jim byly poskytnuty v souvislosti se Studii,
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Agreement. According to (c), the Sponsor may
terminate this Agreement with immediate
effect, provided that the Sponsor informed the
Contracting Partners about their delay with
recruiting trial subjects in writing beforehand
and asked them to remedy this delay within an
additional reasonable time-limit and the
Contracting Partners failed to remedy this
delay within such additional reasonable time-
limit.

12.5 In the case that the Sponsor does not approve

12.6

12.7

12.8

a new Principal Investigator pursuant to Article
2.27 or a new Principal Investigator does not
accept in writing the obligations under this
Agreement, the Sponsor may terminate this
Agreement as of the day of delivery of the
termination notice to the Center. In the case
that the Principal Investigator and the Sponsor
wish to continue to cooperate with regard to
the Study in another medical facility, the
Center agrees to cooperate with transferring
relevant data, information and materials that
are not owned by the Center to such a medical
facility.

In the case that an audit or inspection of
supervising authorities discovers a breach of
this Agreement or the Protocol on the part of
the Center or the Principal Investigator (or
failure by any Study Team Members to
observe the provisions of this Agreement), the
Sponsor shall have the right to terminate this
Agreement with immediate effect.

The Sponsor must pay through CRO all
outstanding amounts for the services properly
provided by the Contracting Partners based on
this Agreement and all reasonably incurred
costs, as of the day of receipt of the notice or,
in the case that this Agreement is terminated
pursuant to Article 12.1, as of the last day of
the termination period or, in the case that this
Agreement is terminated pursuant to Article
12.3, as of the day of receipt of the final
rejection. In the case that the Center and the
Principal Investigator provably received higher
payments than the payments due according to
the work actually performed based on this
Agreement, the Center and the Principal
Investigator shall refund the balance to the
CRO without undue delay.

Upon termination of this Agreement, the
Contracting Partners shall return to the
Sponsor all unused materials and items
provided to the Contracting Partners in relation
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a to nejpozdéji do tficeti (30) pracovnich to the Study within thirty (30) working days of
dni od data ukon&eni skonéeni Smiouvy. the day of termination of this Agreement.

Cl. 13 — Rizna ustanoveni Article 13 — Miscellaneous

13.1 Uzavieni této Smiouvy neni podminéno 13.1The conclusion of this Agreement is not

Zadnym existujicim Ci budoucim contingent on any existing or future business
obchodnim vztahem mezi Smiuvnimi relationship between the Sponsor and the
partnery a Zadavatelem ani na zadném Contracting Partners or on any business
obchodnim rozhodnuti, které Smluvni decision that the Contracting Partners made or
partnefi ucinili anebo uéini vic¢i Zadavateli shall make with respect to the Sponsor or the
nebo vyrobkim obchodovanym products sold by the Sponsaor.

Zadavatelem.

13.2 Pro  wvyloudeni  pochybnosti strany 13.2 To eliminate any doubts, the Contracting

prohlasuji, ze ve vSech pripadech kdy tato Parties represent and warrant that research
Smlouva odkazuje na smiuvni vyzkumnou organizations referred to in this Agreement act
organizaci, jedna smluvni vyzkumna in the name and as a representative of the
organizace vyluéné jménem a jako Sponsor and are not a contracting party to this
zastupce Zadavatele a neni smluvni Agreement.

stranou této Smlouvy.

13.3 Smluvni partnefi se zavazuji plnit svoje 13.3 The Contracting Partners agree to perform

povinnosti na zakladé této Smlouvy their obligations under this Agreement in
zplUsobem, ktery bude v souladu compliance with applicable anti-bribery and
s piislusnymi pravnimi predpisy anti-corruption laws and Appendix 3. The
zamérenymi proti korupci a uplaceni a Contracting Partners represent and warrant
pfilohou €. 3. Smluvni partnefi zavazné that in connection with the Study they did not
prohladuji, Ze vsouvislosti se Studii provide and shall not provide any payment or
neposkytli ani neposkytnou Zadnou platbu benefit, directly or indirectly, to government
ani prospéch, pfimo & nepifimo, Ufedni officials, customers, business partners,
osobé&, zékaznikim, obchodnim partneram, healthcare professionals or any other persons
odbornikiim ve zdravotnictvi ani Zadné jiné in order to secure an improper benefit or unfair
osobé za UcCelem zajisté&ni nepatficneho business advantage, shall not influence private
prospéchu nebo nekalé obchodni vyhody, or official decision-making, shall not influence
nebudou ovliviiovat rozhodovani prescribing and shall not instigate anyone to
v soukromé ani vefejne sféefe, breach professional duties or rules. The
pfedepisovani, ani nebudou nikoho Contracting Partners agree to immediately
podnécovat k poruSovani profesnich report to the Sponsor in writing any suspected
povinnosti ¢i pravidel. Smluvni partnefi se or detected violation of the above principles in
zavazuji neprodlené v pisemné podobé connection with the Sponsor’'s business activity
nahlasit Zadavateli kazdé podezieni Cci and, in such cases, shall cooperate with the
zjisténé poruseni vySe uvedenych zasad Sponsor in reviewing the matter.

v souvislosti s obchodni ¢innosti

Zadavatele a budou v takovych pfipadech
spolupracovat se  Zadavatelem  pfi
prosetreni takove zaleZitosti.

13.4 Smluvni strany prohlasuji, Ze nemaji v 13.4 The Contracting Partners represent and

souctasné dobé uzavienou Zadnou smlouvu warrant that they are not presently under any
¢i zavazek, jejichz plnéni by negativné agreement or obligation that would negatively
ovlivnilo pInéni povinnosti vic¢i Zadavateli, affect the performance of their obligations with
na zakladé této smlouvy a soudasné se respect to the Sponsor based on this
zavazuji po celou dobu prabéhu klinického Agreement and agree not to enter into any
hodnoceni Studie Zadnou takovou smlouvu such agreement or accept any such obligation
neuzavfit ani zadny takovy zavazek in the course of the Study. The Principal
neprijmout. Hlavni zkouSejici ruci za to, Ze Investigator warrants that no Study Team
zadny z ClenG studijniho tymu neméa v Member is presently under any such
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13.5

13.6

13.7

13.8

13.9

soucasné dobé uzavienou zadnou takovou
smlouvu, a zavazuje se zajistit, ze zadny z
Cleni studijniho tymu takovou smlouvu
neuzavre.

Tato Smlouva obsahuje Upiné ujednani o
pfedmétu Smlouvy a vSech nalezitostech,
které smluvni strany mély a chtély ve
Smlouvé ujednat, a které povazZuji za
dilezité. Sougasné smluvni  strany
prohlasuji, Ze se navzajem sdélily vSechny
informace, které povazuji za dulezite a
podstatné pro uzavfeni této Smlouvy.

Smiluvni strany si nepfeji, aby nad ramec
vyslovnych ustanoveni této Smlouvy byla
jakakoliv prava a povinnosti smluvnich
stran dovozovany z dosavadni ¢i budouci
praxe zavedené mezi nimi ¢ zvyklosti
zachovavanych obecné & v odvétvi
tykajicim se pfedmétu pinéni této Smlouvy.

KaZzda ze smluvnich stran jedna jako
nezavisly subjekt a pro Zadné ucely neni v
postaveni partnera, zprostfedkovatele,
zaméstnance ani zastupce druhé smluvni
strany.

Zadavatel ma pravo postoupit tuto Smiouvu
zcela anebo z&asti na kteroukoli ze svych
Propojenych  osob. Kromé vyse
uvedeného neni zadna ze smluvnich stran
opravnéna postoupit sva prava a/nebo
povinnosti zcela ani zEasti na tfeti stranu
bez predchoziho pisemného souhlasu
ostatnich smluvnich stran. Tato Smlouva
zavazuje jeji jednotlivé smluvni strany,
jakoz i jejich pravni nastupce a osoby, na
néZ budou prava a zavazky smluvnich

stran v souladu s timto ¢lankem
postoupené.
Neplatnost nebo nevymahatelnost

konkrétniho ustanoveni této Smlouvy nema
vliv na platnost ostatnich ustanoveni.
Smluvni strany se zavazuji nahradit
neplatné a nevymahatelné ustanoveni
platnym a vymahatelnym ustanovenim,
podle potfeby, jimz bude co mozna nejblize
dosaZeno Umyslu, jez strany mély v dobé
uzavieni této Smlouvy.

13.5

136

13.7

agreement and agrees to ensure that no Study
Team Member shall enter into any such
agreement.

This Agreement represents an entire
agreement about the subject-matter hereof
and all matters that the Contracting Parties
were and wished to negotiate herein and
consider important. The Contracting Parties
represent and warrant that they provided to
each other all information they consider
important and substantial for entering into this
Agreement.

The Contracting Parties do not wish to have
any of their rights and obligations implied from
current or future practice established between
them or from usages observed in general or in
the industry related the subject-matter of this
Agreement, unless explicitly agreed in the
Agreement.

Each Contracting Party shall act as an
independent entity and shall not be construed
for any purposes as a pariner, agent,
employee or representative to the other
Contracting Party.

13.8 The Sponsor shall have the right to assign this

Agreement, in whole or in part, to any of its
Affiliates. Save for the foregoing, neither Party
may assign its rights or obligations under this
Agreement, in whole or in part, to a third party
without the prior written consent of the other
Parties. This Agreement is binding for all
Parties as well as their legal successors and
parties to which the rights and obligations of
the Contracting Parties shall be assigned in
compliance with this Article.

13.9 The invalidity or unenforceability of a particular

provision of this Agreement shall not prejudice
the validity of the remaining provisions. The
Contracting Parties agree to replace the invalid
or unenforceable provision with a valid or
enforceable provision that shall correspond as
much as possible to the intent of the Parties at
the time they entered into this Agreement.

13.10 Jednostranné vzdani se prava anebo micky 13.10 A unilateral waiver of a right or acquiescence

dany souhlas anebo nelisp&Sné dovolani
se porudeni kteréhokoli ustanoveni této

Smlouvy smiuvni stranou nezaklada
jednostranné vzdani se prava v souvislosti
s jakymkoli naslednym porusenim

kteréhokoli ustanoveni této Smlouvy.
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or failure to claim a breach of any provision of
this Agreement by either Contracting Party
shall not establish a unilateral waiver of such
right with respect to any subsequent breach of
any provision of this Agreement.

31/34



13.11 Pokud neni vtéto smlouvé dohodnuto 13.11 Unless otherwise agreed in this Agreement,

13.12

13.13

13.14

jinak, povaZuje se za kontakini osobu
Centra MUDr. Miroslava Raj¢akova. Ukon
u€inény vudi Centru se povaZuje za radné
ucinény i vaéi Hlavnimu zkousejicimu,
resp. ¢lendm Studijniho tymu.

Smluvni strany se dohodly, Ze tato
Smlouva muZe byt s dale uvedenou
vyjimkou ménéna pouze  pisemné
prostfednictvim  vzestupné &islovanych
dodatkll podepsanych vSemi smluvnimi
stranami. Smluvni strany nemusi uzavirat
dodatek k této Smlouvé v pfipadé tzv.
nepodstatnych zmén Protokolu.
Nepodstatnou zménou Protokolu se pritom
rozumi takova zména Protokolu, ktera
neméni rozsah &i zplsob provadéni ukont
(zejména vySetieni) provadénych
Smiuvnimi partnery v ramci Studie a nema
tedy jakykoli vliv na vy§i odmény za
provadéni Studie ¢i jiné ceny uvedené v
této  Smlouvé. Nepodstatné zmény
Protokolu jsou u¢inné dnem jejich doruceni
Centru.

Tato Smlouva je vytvofena a fidi se
¢eskym pravem bez ohledu na ustanoveni
jeho koliznich norem. Smluvni strany se
dohodly, ze veSkeré spory vzniklé ztéto
Smilouvy budou FeSeny vécné a mistné
pfislusnymi soudy Ceské republiky.

Tato Smlouva je sepsana v ceském a
anglickém jazyce a smluvni strany povazuji
obé jazykové verze za rovnocenné, aviak
pro pfipad vykladovych nesrovnalosti mezi
jednotlivymi verzemi se smluvni strany
dohodly, Ze prednost ma cCeska verze
Smlouvy. Tato Smlouva a vSechny jeji
pfilohy  predstavuji  Uplnou  dohodu
smiuvnich stran o pfedmétu této Smlouvy.

Cl. 14 - Prilohy

Nasledujici pfilohy tvofi nedilnou soucéast

této
jinak:

Smlouvy, nestanovi-li tato Smlouva

Priloha €. 1a: Finanéni podminky — Centrum
Priloha €. 1b: Finanéni podminky — Hlavni

zkousejici

Pfiloha €. 2: Souhlas se zpracovanim
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the Center's contact person shall be Miroslava
Rajcakova, MD. All actions taken with respect
to the Center shall be deemed as actions
taken respect to the Principal Investigator or
Study Team Members as well.

13.12 The Contracting Parties have agreed that this
Agreement may be changed, excluding the
exception mentioned below, only through
written consecutively numbered amendments
signed by all Contracting Parties. The
Contracting Parties are not obliged to execute
an amendment to this Agreement in case of
so-called minor changes in the Protocol. A
minor change in the Protocol means a change
in the Protocol that does not change the scope
or manner of procedures (in particular
examination) performed by the Contracting
Partners as part of the Study and has no
impact on remuneration for performing the
Study or on any other prices specified in this
Agreement. Minor changes in the Protocol
shall come into effect on the day of their
delivery to the Center.

13.13 This Agreement is construed and governed by
the Czech law, regardless of the provisions of
its collision norms. The Contracting Parties
have agreed that any dispute arising from this
Agreement shall be decided by materially and
locally competent courts of the Czech
Republic.

13.14 This Agreement has been drawn up in the
Czech and English language, and the
Contracting Parties consider both language
versions to be equal; however, in case of any
interpretation  discrepancy between the
individual versions, the Czech version shall
prevail as agreed by the Contracting Parties.
This Agreement and all of its Appendices
represent an entire agreement of the
Contracting Parties with respect to the subject-
matter of this Agreement.

Article 14 — Appendices

The following Appendices constitute an integral
part of this Agreement, unless set forth
otherwise herein:

Appendix 1a: Financial Terms - Center
Appendix 1b: Financial Terms — Principal
Investigator

Appendix 2: Consent to Personal Data




osobnich udaj Processing
Priloha ¢. 3: Pravidla pro vyplaceni Appendix 3: Rules for Reimbursement of
nakladl subjektu hodnoceni Trial Subject’'s Costs

Zadavatel / Sponsor “On behalf of Study
Sponsor”

Misto /
Place
Datum
Date:

CRO/CRO

Misto /
Place
Datum
Date:

Centrum / Center

Misto /

Place

Datum / _

Date: | £ =€
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Hlavni zkousejici / Principal Investigator

Misto / _
Place [N O

Datum / - —
Date: it —OCr =247 9

Study LT4032-301

Agreement Sponsor/ Pharmnet / CZ / Institution / Site CZE102 34/ 34



