Clinical Study Contract

REGENERON PHARMACEUTICALS, INC., with
an address at 777 Old Saw Mil River Road,

Tarrytown, NY 10591 US (“Sponsor”)
represented by PAREXEL INTERNATIONAL
CZECH REPUBLIC S.R.O.,, Sokolovska

651/136a , 186 00 Prague 8, Czech Republic,
with  Company No: 27160360,Tax ID No:
CZ27160360, represented pursuant to the Power
of Attorney dated 7,12.2010 by on the basis of
letter of authorization.

(hereinafter referred to as the ‘Orderer’)

and

Fakultni nemocnice | Hradec Kralové
registered office: Sokolska 581

500 05 Hradec Kralové

CzechRepublic

represented by prof. MUDr. Romanem Prymulou,
CSc., Ph.D., feditelem

Organisation Identification No.: 00179906
Tax Identification No.: CZ00179906
bank: Ceské spofitelna a.s., Praha
account No.: 2651552/0800

variable symbol: number of invoice

(hereinafter referred to as the ‘Hospital’)

and

Klinika nemocni koznich a pohlavnich
— Czech Republic

(hereinafter referred to as the ‘Investigator’)

have concluded this
Contract

Smlouva o klinické studii

REGENERON PHARMACEUTICALS, INC., se
sidlem v 777 Old Saw Mil River Road,
Tarrytown, NY 10591 US (dale téz ,zadavatel")
zastoupeny spoleénosti

PAREXEL INTERNATIONAL CZECH
REPUBLIC S.R.O,, Sgkolovska 651/136a , 18v6
00 Praha 8, Ceska republika, IC:

27160360,DIC: CZ27160360, zastoupena na
zakladé plné moci ze dne 7.12.2010 na zakladé
zplnomocnéni

(dale jen ,Objednatel")

a

Fakultni nemocnice Hradec Kralové

sidlo: Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika

Zastoupena: prof. MUDr. Romanem Prymulou,
CSc., Ph.D., feditelem

IC: 00179906

DIC: CZ00179906

banka: Ceské spofitelna a.s., Praha

ucet €.: 2651552/0800

variabilni symbol: &islo faktury

(dale téz ,Poskytovatel")
a

Klinika nemoci koznich a pohlavnich
Ceska republika

(dale jen ,zkouSejici")

uzavreli tuto
Smlouvu

L
Predmeét a cil smlouvy

Pfedmétem této smlouvy je klinické hodnoceni
slou¢eniny REGN727/SAR236553 v souladu s
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Subject and Objective of the Contract

The subject of this Contract is the clinical
assessment of the compound
REGN727/SAR236553 in accordance with the
protocol enclosed hereto as Appendix No.1
entitled ““AN OPEN-LABEL STUDY OF
DUPILUMAB IN PATIENTS WITH ATOPIC
DERMATITIS WHO PARTICIPATED IN
PREVIOUS DUPILUMAB CLINICAL TRIALS”

Protocol : R668-AD 1225
“hereinafter referred to as the
Study’.

‘Clinical

. The objective of this Contract is to stipulate
the conditions of carrying out the Clinical
Study and to stipulate the rights and
obligations of the contracting parties within
the scope of carrying out the Clinical Study
and processing its results.

Application for Permit and Approval to
Commence the Clinical Study

The Clinical Study shall by carried out on the
basis of a permit issued by the State Drug
Control Institute enclosed hereto as Appendix
No.3 and the Approval of the appropriate
Ethics Committee enclosed hereto as
Appendix No.4.

Place and Time of Carrying out the Clinical
Study and the Hospital

The Clinical Study shall be carried out in the

Hospital represented by the Investigator

The Clinical Study shall be carried out within the

estimated period from
Iv.

Basic Conditions of Working Out the Clinical
Study

. The Investigator shall carry out the Clinical
Study, complying with the applicable Czech
legal rules and regulations, in particular Law
No. 378/2007 Sb., Collection of Laws, on
therapeutic agents and their respective

protokolem ptilozenym k této smlouvé jako
ptiloha €. 1 s nazvem ,, OTEVRENA STUDIE

DUPILUMABU U PACIENTU S ATOPICKOU

1.

DERMATITIDOU, KTERI SE UCASTNILI
PREDCHOZICH KLINICKYCH STUDII
DUPILUMABU, ¢cislo protokolu — R668-AD
1225

,klinicka studie".

Cilem této smlouvy je stanovit podminky

provadéni klinické studie a stanovit prava a
povinnosti smluvnich stran v ramci provadéni
klinické studie a zpracovani jejich vysledka.

Zadost o povoleni a schvaleni zahajit
klinickou studii

Klinicka studie bude provadéna na zakladé
povoleni vydaného Statnim ustavem pro
kontrolu léCiv a schvaleni Etické komise
Povoleni Statniho ustavu pro kontrolu IéCiv
bude pfiloZzeno k této Smlouvé jako pfiloha
€. 3 a schvaleni Etické komise jako pfiloha
C. 4.

o

Misto a €as provadéni klinické studie a
poskytovatel

Klinicka studie bude provadéna v zafizeni
Poskytovatele zastoupené zkousejicim

Klinicka studie bude provadéna béhem
odhadovaného obdobi od

Iv.

Zakladni podminky vypracovani klinické
studie

. ZkouSejici bude provadét klinickou studii
vyhovujici platnym pravnim normam a
predpisim Ceské republiky, zejména
zakonu ¢&. 378/2007 Sb., o lécivech ve
znéni pozdéjSich predpist, zakonu ¢&.
372/2011 Sb., o =zdravotnich sluzbach,
zakonu ¢&. 101/2000 Sb., o ochrané
osobnich udaju i vyhlasce ¢. 226/2008 Sb.,
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amendments Law No. 372/2011 Coll kterou se stanovi spravna klinicka praxe a

Healtcare Services , Law No.101/2000 Coll. bliz§i podminky klinického hodnoceni I&Civ.
Data Protection as well as Regulation No. Klinicka studie bude provadéna v souladu
226/2008 Sb., Collection of Laws, specifying se zakladnimi podminkami a zasadami
the correct clinical practice and stipulating the stanovenymi v nasledujicich dokumentech:

detailed conditions of the clinical assessment
of therapeutic agents. The Clinical Study shall

be carried out in compliance with the basic a) Povoleni provadét klinickou studii

conditions and principles stipulated in the
following documents:

a) The Permit to carry out the Clinical Study
issued by the State Drug Control Institute
and other institutions listed in Article Il b)
hereof.

b) The protocol executed by the Orderer and
called “A Randomized, Double-Blind,
Double-Dummy, Active-Controlled Study
to Evaluate the Efficacy and Safety of
REGN727/SAR236553 in Patients with
Primary Hypercholesterolemia Who are
Intolerant to Statins” enclosed hereto as
Appendix No. 1. The protocol may be
modified by the Orderer on behalf of the
Sponsor at any time, and any such
amendment shall be in writing and sent to

the Hospital and the Investigator. ©)

c) Any other written instructions from Sponsor
and/or Orderer.

vydaného Statnim ustavem pro kontrolu
léCiv a dalSimi institucemi uvedenymi v
¢lanku Il této smlouvy.

Protokol vyhotoveny objednatelem
pod nazvem , Oteviena studie
dudlipumabu u pacientl s atopickou
dermatitidou , ktefi se ucastnili
predchozich klinickych studii
Dupilumabu,, pfilozenym k této
smlouvé jako pfiloha &. 1. Upravy
protokolu muUze objednatel kdykoli
provadét jménem zadavatele a vesSkeré
takové upravy se provedou pisemné a
budou odeslany poskytovateli a
zkouSejicimu.

DalSi pisemné pokyny od zadavatele
a/nebo objednatele.

2. Klinicka studie bude provadéna v souladu se
spravnou klinickou praxi, smérnicemi pro
dobrou  Kklinickou praxi  Mezinarodni

2. The Clinical Study shall be carried out in konference pro harmonizaci, vSemi platnymi
compliance with the correct clinical practice, zakony a pfedpisy, a podminkami
International Conference on Harmonization stanovenymi v Helsinské deklaraci.

Good Clinical Practice guidelines, all
applicable laws and regulations, and the
conditions  stipulated in the Helsinki 3
declaration. :

Dokumenty uvedené v ¢lanku IV ¢lankem 1,
se pokladaji za davérné, s informacemi
tykajici se jejich pfislusného obsahu

3. The Documents listed in Article IV, Section 1, odhalenymi  vyhradné  zaméstnancum
shall be deemed confidential, with the poskytovatel s opravnénim a pfidélenim v
information  regarding their  respective souladu s clankem X této smlouvy, a
contents disclosed solely to the employees of Ufadlm a institucim uvedenym v odst. Il.

the Hospital authorised or assigned in 4.V
accordance with Article X hereof, and to the |
authorities and institutions listed in Article II.

pribéhu provadéni klinické studie

poskytovatel nevyuzZije sluzeb  osob
provadéjicich klinickou studii, pokud byly

4. Hospital will not, in the course of performing tyto osoby z provadéni klinickych studii
the Clinical Study, use in any capacity the vylouceny rozhodnutim mistné pfislusného
services of any person performing the Clinical soudu. Poskytovatel souhlasi a zavazuje
Study who has been debarred under the se, Ze bez prodleni pisemné informuje
jurisdiction in which the Hospital is located. objednatele, pokud se dozvi, Ze takova
Hospital agrees and undertakes to promptly osoba byla vylouCena, nebo Ze bylo
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5.

notify Orderer in writing if it becomes aware
that any such person has been debarred or
proceedings have been initiated with respect
to debarment.

The Hospital shall ensure that all Clinical
Study staff are appropriately trained,
qualified, and certified, and are informed of
and abide by the applicable terms of this
Contract. The Hospital shall use its
reasonable best efforts to maintain
consistency of Clinical Study staff throughout
the duration of the Clinical Study.

V.

Selection of Clinical Study Assessment
Subjects and Obtaining their Consent

. The Investigator shall endavour to include

subjects of assessment in the Clinical Study.

. The subjects of assessment shall not be

included in the Clinical Study unless they are
provided the necessary information and
advice and their respective consents in
writing are obtained. Obtaining the consent
from the subjects of assessment shall be in
compliance with the applicable ethical
principles and correct clinical practice. With
regard to this:

a) The Orderer declares that the Investigator
had been handed over the form regarding
the subject’s consent to his/her being
included in the Clinical Study as well as
the form containing the written advice for
the subject of assessment.

b) If the subject of assessment agrees with
his/her being included in the Clinical
Study, the Investigator shall ask him/her
to sign both the documents mentioned in
Article 5, Section 2, letter a) before
actually including him/her in the Clinical
Study.

The documents signed by the subjects of
assessment regarding the advice given to
them and the consent provided by them in
accordance with Article 5, Section 2 shall be
included in the Clinical Study documentation
kept by the Investigator.

If the Investigator finds out in the course of

5. Poskytovatel

zahajeno fizeni s ohledem na vylouceni.

zajisti, aby byly veskeré
osoby provadéjici studii
dostate¢né vyskoleny, kvalifikovany a
certifikovany, jakoz i informovany o
pfislusnych podminkach této smlouvy, a
aby je dodrZzoval. Poskytovatel vyvine
pfiméfenou snahu o udrzeni stalého tymu
spolupracujicich osob po celou dobu trvani
této klinické studie.

spolupracuijici

V.

Vybér subjekti hodnoceni klinické studie a
ziskavani jejich souhlasu

1. ZkouSejici se pokusi zahrnout
hodnoceni do klinické studie.

subjekty

2. Subjekty hodnoceni se do klinické studie

nezahrnou, pokud jim nebudou poskytnuty
nezbytné informace a rady a nebude ziskan
jejich pfislusny souhlas v pisemné podobé.
Ziskavani souhlasu od subjektd hodnoceni
bude v souladu s pfisluSnymi etickymi
zdsadami a spravnou Kklinickou praxi. S
ohledem na nasleduijici:

a)Objednatel prohladuje, Zze zkoudejicimu byl
pfedan formulaf Informovaného souhlasu
subjektu s tim, Zze bude zahrnut/zahrnuta
do klinické studie i formulaf obsahujici
pisemné pouceni pro subjekty hodnoceni.

b) Pokud subjekt hodnoceni souhlasi se svym
zahrnutim do klinické studie, zkouSejici
ho/ji pozddd o podepsani obou
dokumentid uvedenych v clanku 5,
Odstavci 2,, pismeno a), a to pred
jeholjejim  skuteénym  zahrnutim do
klinické studie.

3. Dokumenty podepsané subjekty hodnoceni

tykajici se pouceni, které jim bylo
poskytnuto, a souhlasu, ktery poskytly v
souladu s odst. 5, Odstavci 2, se zahrnou
do dokumentace klinické studie, kterou
uchovava zkousejici.

4. Zjisti-li zkousSejici v prubéhu klinické studie,

Ze subjekt hodnoceni zahrnuty do klinické
studie nevyhovuje kritériim klinické studie,
informuje o tom bez prodleni objednatele a
bude-li s tim objednatel souhlasit, vylouCi
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the Clinical Study that a subject of
assessment included in the Clinical Study
does not comply with the Clinical Study
criteria, he/she shall inform the Orderer
accordingly without delay and exclude such a
subject from the Clinical Study if agreed to by
the Orderer, subject to the terms of the
Protocol.

5. Complying with the applicable Czech legal
rules and regulations, the Investigator, the
Hospital and the Orderer are obliged to
protect the personal data and private
information on the subjects of assessment

included in the Clinical Study in the course of 6.

tento subjekt z klinické studie podle
podminek protokolu.

Na zakladé pfislusnych pravnich norem a
predpisti Ceské republiky jsou zkousejici,
poskytovatel a objednatel povinni v prabéhu
provadéni klinické studie i po dokonceni
klinické studie chranit osobni uUdaje a
soukromé informace subjektll hodnoceni
zahrnutych do klinické studie.

Klinické hodnocené IéCivo

carrying out the Clinical Study as well as after | Objednatel  poskytne  poskytovateli  bez
the Clinical Study is completed. jakéhokoli poplatku klinické hodnocené l|éCivo

6. Clinical Study drug

Orderer will provide, without charge, the
Clinical Study drug to Hospital to be used in
the Clinical Study. Place of delivery of the
product and other preparations is entirely
Hospital Pharmacy, Fakultni nemocnice
Hradec Kralové, Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kralové.
Supplies will be unambiguously identified and
addressed to responsible for the foregoing.
The Clinical Study drug shall remain the sole
property of the Sponsor.

VL
Monitoring and Checking the Clinical Study

1. The course and execution of the Clinical
Study shall be monitored and checked by
expert groups or the Orderer's authorised
employees. The Hospital and the Investigator
shall provide them with the access to all the
information gathered in the course of the
Clinical Study, results of laboratory tests and
examinations as well as other information on | 2.
the subjects of assessment included in the
Clinical Study.

2. The employees authorised to monitor and | 3.
check the Clinical Study shall be designated
by Orderer in writing.

3. The course of the Clinical Study and its
results may be checked by the Orderer’s
auditors. This provision shall not intervene
with  the rights of the authorised
representatives of the appropriate authorities

k pouziti v této klinické studii. Mistem dodani
vyrobku i ostatnich preparatd je vyhradné
Nemocnicni lékarna , Fakultni nemocnice
Hradec Kralové, Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kréalové Dodavky
budou jednoznacné identifikovany a
adresovany u,ktera za né nese zodpovédnost.
Klinické hodnocené léCivo zlstava vyhradnim
majetkem zadavatele.

VI.
Sledovani a kontrola klinické studie

Pribéh a pinéni Kklinické studie budou
sledovat a kontrolovat odborné skupiny
nebo opravnéni zaméstnanci objednatele.
Poskytovatel a zkouSejici jim poskytnou
pristup k veSkerym informacim
shromazdénym v pribéhu klinické studie,
vysledkum laboratornich zkousek a Setfeni i
dalSim informacim o subjektech hodnoceni
zahrnutych do klinické studie.

Zaméstnance opravnéné sledovat a
kontrolovat klinickou studii jmenuje pisemné
objednatel.

Prabéh klinické studie a jeji vysledky
mohou kontrolovat auditofi objednatele.
Toto ustanoveni nesmi nikdy zasahovat do
prav opravnénych zastupcl pfisluSnych
uradil Ceské republiky a zahraniénich
kontrolnich udfadd na provadéni jejich
vlastnich kontrol. Poskytovatel neprodlené
pfedem upozorni objednatele a zadavatele
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of the Czech Republic and foreign monitoring
authorities to carry out their own checks. The
Hospital shall provide the Orderer and
Sponsor prompt, advance notification of any
audit by a regulatory authority, which audit is
directly related to the Clinical Study (or, when
advance notification is impracticable, prompt
notification of any completed audit). To the
extent possible, the Hospital shall permit the
Orderer and Sponsor to review and comment
in advance on any written communication
from the Hospital to the regulatory authority in
connection with such audit, provided,
however, that such review does not have a
material adverse impact on the timeliness of
the Hospital’'s response to the regulatory
authority. The Hospital shall promptly provide
the Orderer and Sponsor with copies of all
communications between the Hospital and
the regulatory authority related to such audit
unless prohibited from doing so by the
regulatory authority, and shall promptly take
action to correct any deficiencies found by the
regulatory authority during the audit. 4.

4. The subjects of assessment shall be advised
in compliance with Section V, Article 2 hereof
and informed on the fact that the information
related to them and gathered in the course of
the Clinical Study may be presented to and
used by the appropriate authorities of the
Czech Republic for the purpose of inspection,
as well as to foreign monitoring authorities
and the Orderer and Sponsor.

The Investigator may send personal data of
patients in accordance with Act No.
101/2000 Coll. on protection of personal data
solely to the Sponsor, the Sponsor's
representative based in the EU or to a third
country upon a valid decision of European
Union bodies.

The Sponsor represents that personal data
of patients shall be transferred hereunder
toUnited States . If this representation proves
to be untrue and the Provider suffers any
damage on the basis of such representation,
the Sponsor undertakes to pay such
damage.

5. The Orderer and Sponsor are entitled to

na jakékoli audity provadéné regulacnim
Uufadem, pokud se tento audit pfimo tyka

klinické studie (nebo, neni-li mozné
upozornit pfedem, zaSle neprodlené
upozornéni o] probéhlém auditu).

Poskytovatel v maximalni mozné mife
umozni objednateli a zadavateli kontrolovat
a pfedem komentovat jakoukoli pisemnou
komunikaci poskytovatele s regulaénim
Uradem v souvislosti s timto auditem, avS§ak
za predpokladu, Ze takova kontrola nema
materialné€ negativni dopad na vcasnost
odpovédi poskytovatel regulaénimu ufadu.
Poskytovatel neprodlené poskytne
objednateli a zadavateli kopie vesSkeré
komunikace mezi Poskytovatelem a danym
regulacnim Jdfadem tykajici se auditu,
pokud ji to regulaéni ufad nezapovi, a
neprodlené podnikne kroky k napravé
veskerych nedostatkl zjisténych
regulaénim ufadem b&hem auditu.

Subjekty hodnoceni budou poucéeny v
souladu s ¢lankem V odst. 2 této smlouvy a
informovany o skute€nosti, Ze informace
tykajici se jich a shromazdéné v pribéhu
klinické studie mohou byt pfedlozeny
pfislusnym Gfadim Ceské republiky a
pouzity t&mito ufady Ceské republiky pro
ucel kontroly, stejné jako zahraniénimi
monitorovacim ufady i objednatelem a
zadavatelem.

ZkouSejici je opravnén odesilat osobni
Udaje subjektd hodnoceni v souladu se
zakonem ¢. 101/2000 Sb., o ochrané
osobnich udajd, jen zadavateli, zastupci
zadavatele, ktery ma sidlo v EU nebo do
tfeti zemé na zakladé platného rozhodnuti
organl Evropské unie.

Zadavatel prohlaSuje, Ze osobni udaje
subjektd hodnoceni budou na zakladé této
smlouvy pfedavany do Spojené staty
Americké . Ukaze-li se toto prohlaseni
nepravdivym a vznikne-li na zakladé
takového prohladeni Skoda Poskytovateli,
zavazuje se Zadavatel tuto Skodu uhradit.

Objednatel a zadavatel maji pravo udélit
opravnéni sledovat nebo kontrolovat
klinickou studii jinym zastupcum
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authorise other representatives of Orderer to
monitor or check the Clinical Study upon prior
notice to the Hospital and the Investigator.

VII.
Other Provisions

. The Orderer shall provide the Hospital and
the Investigator with the material specified in
the Clinical Study protocol necessary for
carrying out the Clinical Study within the
estimated period of time stipulated in Article
Ill hereof. The Hospital covenants that it will
not charge any Clinical Study subject or any
third party for (i) the Clinical Study drug, or (ii)
any items or services that are funded under
this Contract or that are provided without
charge for Clinical Study purposes.

. The therapeutic agent(-s) as well as other
materials specified in Clinical Study protocol
(Section IV, Article 1, letter b) hereof) shall be
used by the Investigator solely for the
purpose of carrying out the Clinical Study.
The Hospital and Investigator shall store, use,
handle the Clinical Study drug in accordance
with the Clinical Study protocol, and shall not
use any Clinical Study drug after its labeled
expiration date. The unused assessment
materials shall be returned to the Orderer by
the Investigator upon completion or
termination of the Clinical Study.

. The Hospital and Investigator shall keep and
maintain, diligently and in sufficient detail
such Clinical Study data and records as are
required by the Clinical Study protocol and
applicable law, including without limitation,
completed case report forms and Clinical
Study reports. The Hospital and Investigator
shall keep all the documents included in the
research documentation as well as the
documents related to the subjects of
assessment for at least 15 years after
completing the Clinical Study. After the
required retention period has expired, the
Hospital shall provide the Orderer sixty (60)
days‘ written notice before destroying any
such documents. Institution ensures the
archiving of records free of charge for a
period of 5 years in accordance with Act No.

objednatele a zadavatele.

VII.
DalsSi ustanoveni

Objednatel bude poskytovat Poskytovateli a
zkouSejicimu material uvedeny v Protokolu,
ktery je nezbytny pro provadéni klinické
studie, béhem odhadovaného c¢asového
obdobi stanoveného v ¢lanku I této
smlouvy. Poskytovatel se zavazuje
neuctovat zadnému ze subjektd klinické
studie ani tfeti strané (i) klinické hodnocené
léCivo, ani (ii) poloZky nebo sluzby hrazené
podle této smlouvy, nebo poskytované
zdarma pro ucely klinické studie.

. ZkouSejici pouzije terapeutickou ucinnou

latku(y) i dalSi materidly specifikované v
Protokolu klinické studie (€l. IV odst. 1,
pismeno b) této smlouvy) vyhradné pro ucel
provadéni Kklinické studie. Poskytovatel a
zkouSejici  jsou  povinni  uschovavat,
pouZivat a zachazet s klinickym
hodnocenym léCivem v souladu
s protokolem klinické studie a nesmi
pouzivat klinické hodnocené IéCivo po
vyprdeni exspirace. Nepouzité materialy
hodnoceni zkou3ejici vrati objednateli po
dokonceni nebo ukonceni klinické studie

Poskytovatel a zkouS$ejici jsou povinni
fadnym a dostate¢nym zplsobem vést a
udrzovat data klinické studie a zaznamy
pozadované protokolem klinické studie a
pfislusnym zakonem, véetné mimo jiné
vyplnénych formulafa zpravy o pfipadu a
zprav o Kklinické studii. Poskytovatel
provede bezplathou archivaci 5 let
v souladu se zakonem ¢&. 378/2007 Sb. a
na dalSich 10 let provede zpoplatnénou
archivaci —v souladu s pokyny pro vyplaty
odmény v pfiloze B .

Poskytovatel a zkouS$ejici uchovavaji
veskeré dokumenty obsazené ve vyzkumné
dokumentaci i dokumenty tykajici se
subjektld hodnoceni minimalné po dobu 15
let od dokonc&eni klinické studie. Po uplynuti
povinné doby pfechovavani poskytne
poskytovatel objednateli pisemné
upozornéni Sedesat (60) dni pfed zni¢enim
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378/2007 Coll., and thereafter for an
additional 10-year period for a per each year
without VTA, in accordance with the payment
instructions in Exhibit B 4.

. The Hospital shall provide the Orderer with
the data called for in the Clinical Study
protocol on properly completed case report | 5.
forms as specified in the Clinical Study
protocol.

Nothing contained in this Contract shall
prevent Sponsor from registering the Study at
(i) www.clinicaltrials.gov; (ii) any other registry
the requirements of which are consistent with
the guidelines of the International Committee
of Medical Journal Editors (“ICMJE”) on trial
registrations, in each case to the extent
required by the ICMJE guidelines (as in effect
at the time the Clinical Study begins) in order
for the Clinical Study results to be eligible for
publication in an ICMJE journal; or (iii) any | 6.
other registry as might be required by
applicable law.

Hospital and Investigator understand that the
information provided by Orderer on behalf of
Sponsor in connection with the Clinical Study
may be considered to be material, nonpublic
information that could affect the market price
of the common stock of Sponsor or possibly
other companies when and if it is made
public. Hospital and/or Investigator and
others associated with either or both of them
in the conduct of the Clinical Study may be
viewed as “insiders” who have gained this
material nonpublic information as a result of
participation in the Clinical Study. Therefore,
Hospital and Investigator agree that neither
they nor, as applicable, any member of their
immediate family (or other people sharing
their household) will buy or sell, or advise
others to buy or sell, the common stock of
Sponsor during the pendency of the Clinical
Study or as a result of the Clinical Study, at
any time until the results of the Clinical Study
are publicly available. The Hospital and
Investigator agree that they will inform all
appropriate persons associated with the | 7.
Clinical Study of this Contract and the terms
and conditions of this provision.

Hospital and Investigator agree that, for the
Investigator and for any sub-investigator who

jakychkoli téchto dokumentu.

Poskytovatel poskytne objednateli data
pozadovana protokolem Kklinické studie v
fadné vyplnénych formuléfich zpravy o
pfipadu, jak je uvedeno v protokolu klinické
studie.

Zadné z ustanoveni této smlouvy nebrani
zadavateli registrovat studii (i) v rejstfiku
www.clinicaltrials.gov; (ii) v Zadném jiném
rejstiiku, jehoz pozadavky jsou konzistentni
s pokyny Mezinarodni komise editoru
zdravotnickych  ¢asopist (L JICMJE®) o
registraci studii, v kazdém pfipadé v
rozsahu pozadovaném pokyny ICMJE
(platnymi v dobé zahajeni klinické studie),
aby byly vysledky klinické studie zpUsobilé
ke zvefejnéni v nékterém Casopise ICMJE;
nebo (iii) jakémkoli jiném registru, ktery
muZze vyzadovat pfislusny zakon.

Poskytovatel a zkouSejici rozumi tomu, ze
informace  poskytované  objednatelem
jménem zadavatele v souvislosti s klinickou
studii je mozné povazovat za materialni
nevefejné informace, které mohou mit vliv
na trzni cenu kmenovych akcii zadavatele
nebo i jinych spolenosti, pokud dojde k
jejich  zvefejnéni. Poskytovatel a/nebo
zkousSejici a dalSi osoby s nimi spojené pfi
provadéni této klinické studie Ize povazovat
za ,zasvécené osoby“, které ziskaly tyto
materialné neveiejné informace v
souvislosti s ucasti na této klinické studii.
Proto poskytovatel a zkouSejici souhlasi, ze
ani oni, ani Zadny pfipadny ¢len jejich pfimé
rodiny (nebo jiné osoby sdilejici s nimi
domacnost) nebudou béhem provadéni této
klinické studie ani v dasledku této klinické
studie nakupovat ani prodavat kmenové
akcie zadavatele, ani nebudou poskytovat
dalSim osobam rady ohledné nakupu a
prodeje, dokud nebudou vysledky studie
zvefejnény. Poskytovatel a zkouSejici |ékaf
souhlasi s tim, Ze informuji vSechny
pfislusné osoby spojené s klinickou studii o
této smlouvé a jejich podminkach.

Poskytovatel a zkouSejici souhlasi, ze
zkousSejici a jakykoli pomocny zkouSejici,
ktery se této klinické studie pfimo ucastni,
muze mit povinnost poskytnout zcela
vyplnény a podepsany formulaf finan¢niho
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is directly involved in the Clinical Study, it
may be required to provide a fully completed
and signed financial disclosure form, which
discloses any applicable interests held by the
Investigator or sub-investigators or their
spouses or dependent children. Hospital and
Investigator shall ensure that such forms are
promptly updated as needed to maintain their
accuracy and completeness during the
performance of the Clinical Study and for one
(1) year after their completion or (early)
termination of this Contract. In addition, the
Investigator and any sub-investigator(s)
involved in the performance of the Clinical
Study must submit an up-to-date, signed and
dated Curriculum Vitae, including at least
names, contact information, work experience
and professional qualifications, publications,
resumes, and educational background, to
Orderer before site initiation.

VIIL.

Unexpected Events During the Course of the
Clinical Study

The Investigator is obliged to inform the
Orderer without delay on any serious
unexpected event or serious side effect
encountered in the course of the clinical
assessment of the therapeutic agent, in
accordance with applicable laws.

IX.

prohladeni, které zvefejiiuje  jakékoli
pfislusné  zajmy  zkouSejiciho  nebo
pomocného zkousejiciho Ci jejich
manzeli/manzelek nebo vyzivovanych déti.
Poskytovatel a zkouSejici zajisti okamzitou
aktualizaci téchto formulait podle potreby,
aby byla zachovana jejich pFesnost a
uplnost bé&hem provadéni této klinické
studie a po dobu jednoho (1) roku po
dokon&eni nebo (pfedCasném) ukonceni
této smlouvy. Kromé toho zkouSejici a
vSichni pomocni zkouS$ejici ucastnici se
provadéni této klinické studie museji pred
zahajenim prace na pracovisti odeslat
objednateli aktualni, podepsany a datem
opatfeny Zivotopis obsahujici alespohi
jména, kontaktni udaje, pracovni zkuSenosti
a kvalifikaci, publikace, resumé a vzdélani.

VIIL.

Nepredvidané udalosti béhem klinické
studie

ZkouSejici je povinen bez prodleni
informovat objednatele o vSech zavaznych
neocCekavanych udalostech nebo
zavaznych nezadoucich ucincich, s nimiz
se setka v pribéhu klinického hodnoceni
terapeutické  0Cinné  latky v souladu
s pfislusnymi zakony.

IX.

Nahrada Skody vzniklé subjektiim
hodnoceni

Compensation of Damage Incurred by the |1. Zadavatel je odpovédny za Skodu vzniklou

Subjects of Assessment

. The Orderer declares that the Sponsor is
responsible for the damage incurred by the
subjects of assessment as a result of carrying
out the Clinical Study as follows:

Sponsor shall indemnify, defend and hold
harmless the Hospital from and against any
and all losses, damages, liabilities,
reasonable legal fees and disbursements,
court costs, and expenses (“Losses”), joint or
several, resulting or arising in connection with
any claims, actions, proceedings,
investigations or litigation (“Claims”) brought
by a Clinical Study subject (or his/heirs or
executors) for physical injury (up to and

subjektim hodnoceni v dlsledku provadéni
klinické studie nasledujicim zpusobem:

Zadavatel od3kodni, ochrani a zajisti
Poskytovatele pfed a proti vdem ztratam,
Skodam, povinnostem, pfiméfenym
zakonnym poplatkim a nakladim, soudnim
vyloham a vydajim (,ztraty”), spoleCnym a
nerozdilnym, vyplyvajicim nebo vznikajicim v
souvislosti s pravnimi naroky, Zzalobami,
soudnimi fizenimi, vySetfovanimi nebo spory
(,naroky”) podanymi nebo zahajenymi
subjektem hodnoceni klinické studie (nebo
jeholjejimi zakonnymi zastupci) ve véci ujmy
na zdravi (v€éetné& smrti), kterou utrpi dany
subjekt hodnoceni klinické studie, vyplyvajici
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including death) suffered by such Clinical
Study subject resulting directly from the
administration of the Study drug or medical
procedures in accordance with the Clinical
Study protocol which Clinical Study subject
would not be exposed to if not a participant in
this study; provided that Sponsor shall have
no obligation of indemnity hereunder to the
extent such Losses are attributable to: (i)
Hospital’s, Investigator's or Clinical Study
staff's breach of the terms of this Contract,
the Clinical Study protocol, or applicable
laws; (ii) Hospital’s, Investigator's or Clinical
Study staff's negligent or wrongful act or
omission, or willful malfeasance; or (iii) the
use of a product (the Study drug or any other
drug) other than those product or supplied by
or on behalf of Sponsor, provided further that
this paragraph shall apply only to the extent
the Claim is brought in connection with the
Hospital’'s activities under this Contract.
Sponsor shall have no liability for any special,
indirect or consequential losses or damages
suffered by the Hospital.

The following are conditions precedent to
Sponsor's indemnification obligations: that
the Hospital (i) shall promptly notify Sponsor
of the assertion of any such Claims against it,
provided that if such notice is not prompt,
Sponsor’s indemnification obligations wil be
reduced to the extent that such delay
prejudices Sponsor’'s defense and settlement
of any claim, (i) authorize and permit
Sponsor to conduct and exercise sole control
of the defense and disposition (including all
decisions relative to litigation, appeal or
settlement) of such Claims and (iii) fully
cooperate with Sponsor regarding any such
Claims (including access to pertinent records
and documents and provision of relevant
testimony) and in determining the scope of
Sponsor's obligations hereunder. Neither the
Hospital nor Sponsor shall enter into any
settlement or compromise that admits fault or
liability on the part of Sponsor or the Hospital,
without the prior written consent of the other,
which shall not be unreasonably withheld or
delayed. Subject to the foregoing, the

pfimo z podani hodnoceného IéCiva nebo
vykonu lékafskych procedur v souladu s
protokolem o klinické studii, kterym by nebyl
vystaven, kdyby se klinické studie
nezuc€astnil, za podminky, Ze zadavatel
nema povinnost nahradit S8kodu na zakladé
této smlouvy do té miry, Ze tyto ztraty
vzniknou: (i) poruSenim podminek této
smlouvy, protokolu klinické studie nebo
prislusnych zakonl ze strany poskytovatel,
zkouSejiciho nebo personalu provadéjiciho
studii; (ii) nedbalym ¢i zavadnym jednanim
nebo  opomenutim, nebo  Umysinym
protipravnim jednanim ze strany
poskytovatel, zkouSejiciho nebo personalu
provadéjiciho studii; nebo (iii) pouzitim
jiného vyrobku (hodnoceného nebo i jiného
IéCiva) nez je ten vyrobeny nebo dodavany
zadavatelem nebo jeho jménem; dale za
predpokladu, Ze ustanoveni v tomto odstavci
je platné pouze v rozsahu podani naroku v
souvislosti s  Cinnostmi  poskytovatel;
vyplyvajicimi z této Smlouvy. Zadavatel
nenese zadnou zodpovédnost za Zzadné
zvlastni, nepfimé ani nasledné Skody nebo
poskozeni, které poskytovatel utrpi.

Aby mohl zadavatel nahradit 3kody, je
predtim tfeba splnit nasledujici podminky:
poskytovatel (i) bez zbyte&ného prodleni
informuje zadavatele o uplatnéni danych
narokd proti ni, stim, Zze pokud nebude
upozornéni neprodlené, je odSkodhovaci
povinnost zadavatele snizena v mife, v jaké
toto zpozdéni znemozZiuje zadavateli
obranu a urovnani jakékoli pohledavky (ii)
udéli plnou moc a povoleni zadavateli
provadét a vykonavat vylu¢nou kontrolu nad
ochranou a dispozici (v€etné vSech
rozhodnuti vztahujici se ke sporu, odvolani
nebo vyfeSeni) téchto narokd a (iii) bude
piné spolupracovat se zadavatelem s
ohledem na tyto naroky (v&etné pfistupu k
pfipadnym zaznamim a dokumentim
pfislusného svédectvi) a pfi uréovani
rozsahu povinnosti zadavatele na zakladé
této smlouvy. Poskytovatel ani zadavatel
neuzaviou Zadnou smiréi dohodu ani
kompromis, Ze uznavaji chybu nebo
zadvazek na strané zadavatele nebo
poskytovatel, bez pfedchoziho pisemného
souhlasu druhé strany, ktery nebude
bezdivodné odepfen ¢&i odlozen. S
vyhradou vySe uvedenou se poskytovatel
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Hospital may participate in any such Claims
at his/her own cost and expense.

Sponsor agrees, without admission of
wrongdoing, to pay all reasonable medical
expenses engendered by the necessary
medical treatment of injuries that are not
covered by the Clinical Study subject’s
medical or hospital insurance provided that:
(i) the Clinical Study subject is enrolled in the
Clinical Study according to the protocol; (ii)
the injury is a direct result of receiving the
Study drug administered in accordance with
the protocol and this Contract, or research
procedures required and conducted in
accordance with the protocol and this
Contract; and (iii) the injury is not caused in
any way by Investigator’s or associated staff’s
or Hospital’s or its trustees’, officers’, agents’
or employees’ negligence, gross negligence,
misconduct, or failure to adhere to the
protocol or the terms and conditions of this
Contract.

Sponsor will not pay for the treatment of
medical complications that are a part of the
natural course of the Clinical Study subject’s
underlying disease or that result from the
Clinical Study subject’s failure to follow the
Investigator’s instructions. No  other
compensation of any type will be provided by
Orderer or Sponsor to any Clinical Study
subject. Hospital will promptly notify Orderer
and Sponsor of any such treatment or the
apparent impending need for treatment.

. The Orderer declares that Sponsor has
arranged a contractual insurance of the
subjects of assessment against damage
incurred as a result of carrying out the Clinical
Study in compliance with the provision of
Article 52 of the Law No, 378/2007 Sb.,
Collection of Laws, as amended.

X.

1.

muze na své viastni naklady a vydaje
obhajovat ve sporech vznesenych proti ni.

Zadavatel souhlasi, aniz by tim uznal vinu,
Ze uhradi ve8keré pFfiméfené IékaFské
vydaje vzniklé v disledku nezbytného
Iékarského oSetfeni poskozeni zdravi, které
nepokryva zdravotni ani nemocenské
pojisténi subjektu hodnoceni klinické studie
za predpokladu, zZe: (i) subjekt Kklinické
studie je zafazen do klinické studie na
zakladé protokolu; (ii) poskozeni zdravi je
pFi¢innym dlsledkem uziti hodnoceného
léCiva podaného v souladu s protokolem a
touto  smlouvou, nebo  vyzkumnych
procedur pozadovanych a provadénych v
souladu s protokolem a touto smlouvou; a
(iii) poSkozeni zdravi jakkoliv nebylo
zpUsobeno nedbalosti, védomou
nedbalosti, nespravnym jednanim nebo
nedodrzenim protokolu ¢i podminek této
smlouvy ze strany zkouSejiciho nebo
pfidruzeného  personalu  poskytovatel,
vedoucich pracovniki, zmocnéncu nebo
zaméstnancu.

Zadavatel nebude platit za 1éCbu
zdravotnich komplikaci, které jsou soucasti
pfirozeného pribéhu zakladni choroby
subjektu hodnoceni klinické studie nebo

které vyplyvaji z nedodrzeni pokynu
zkousejiciho ze strany subjektu hodnoceni
klinické studie. Zadné jiné nahrady

jakéhokoliv typu nebudou objednatelem ani
zadavatelem zadnému subjektu hodnoceni
poskytnuty. O této IéCbé nebo zjevné
nastavajici potfebé IéCby bude poskytovatel
bez prodleni informovat objednatele a
zadavatele.

Objednatel prohladuje, Ze zadavatel sjednal
smluvni pojisténi subjektd hodnoceni proti
Skodé zpusobené v dulsledku provadéni
klinické studie v souladu s ustanovenim §
52 zak. €. 378/2007 Sb. v platném znéni.

X.
Ochrana davérnych informaci
informace

Veskeré poskytnuté
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Protection of Confidential Information

1. For the purpose hereof, all the information
provided by the Orderer or the Sponsor with
regard to the Clinical Study or the Clinical
Study  documentation  (comprising in
particular the information on the structure,
composition, ingredients, formulas, know-
how, technologies and processes) as well as
any other information specified by the
Orderer shall be deemed confidential. The
Hospital and the Investigator shall neither
disclose the confidential information to third
parties, nor use it contrary to the Orderer’s
instructions. The confidential information
shall be deemed the Orderer's exclusive
property and shall remain secret and kept by
the Hospital and the Investigator in a place
dedicated for information of that character
unless the Hospital or the Investigator prove
that the information is accessible to the
general public through no fault of the
Hospital or Investigator. Should there be any
legal reason to make the confidential
information public, the Hospital or the
Investigator shall advise the Orderer
accordingly in writing without any undue
delay prior to disclosing in order to allow the
Orderer or Sponsor to obtain a protective
order. The Orderer, the Hospital and the
Investigator undertake to inform all the
participants of the Clinical Study and
persons accessing the confidential
information on their obligation to maintain
confidentiality in compliance herewith. Such
persons are equally obliged to maintain
confidentiality. 2.

2. Hospital shall maintain the confidentiality of
the terms of this Contract, subject to the | 3.
exceptions set forth in Section X.1.

3. Neither party may use the name, logo, or
trademark of the other party, including
Sponsor, or its employees or affiliates in any
press release, publicity or advertising without
the prior written consent of the other party,
except as required by applicable law or as
expressly permitted by this Contract. Sponsor
may publicly disclose in its discretion in
accordance with the information maintained
in Sponsor’'s internal business records the
name of Hospital and/or the Investigator and
Clinical Study staff and certain information

objednatelem nebo zadavatelem pro ucely
této smlouvy s ohledem na klinickou studii
nebo dokumentaci klinické studie
(obsahujici  pfedevdim  informace o
struktufe, sloZeni, pfisadach, predpisech,
know-how, technologiich a procesech) i
dalSi informace specifikované objednatelem
se pokladaji za duavérné. Poskytovatel a
zkouSejici davérné informace neprozradi
tfetim stranam ani je nepouZiji v rozporu s
pokyny objednatele. Duvérné informace se
pokladaji za vyluény majetek objednatele,
zustanou v tajnosti a ulozené
Poskytovatelem a zkouSejicim na misté
vyhrazeném pro informace této povahy,
pokud poskytovatel nebo zkouSejici
neprokazi, ze informace jsou pfFistupné
Siroké vefejnosti bez zavinéni poskytovatel
nebo zkouS$ejiciho. Bude-li existovat pravni
divod pro zvefejnéni duvérnych informaci,
poskytovatel nebo zkoudejici o tom
pisemné a bez zbyteCného prodleni
vyrozumi objednatele pfed zvefejnénim,
aby mohl objednatel nebo zadavatel ziskat
ochranny pfikaz. Objednatel, poskytovatel a
zkouSejici se zavazuji informovat v3echny
ucCastniky Kklinické studie a osoby s
pFistupem k davérnym informacim o jejich
povinnosti  zachovavat micenlivost v
souladu s touto Smilouvou. Tyto osoby jsou
stejnou  mérou  povinny  zachovavat
micenlivost.

Poskytovatel zachova divérnost podminek
této smlouvy, s vyjimkami uvedenymi
v Casti X.1.

Zadna ze stran véetné zadavatele nesmi
bez pfedchoziho pisemného souhlasu
druhé strany pouzivat nazev, logo ani
obchodni znacku druhé strany,ani jejich
zaméstnancl nebo pobocek v tiskovych
zpravach, publikacnich ani reklamnich
materialech, s vyjimkou pozadavku
pfislusného zdkona nebo vyslovného
svoleni v této smlouvé. Zadavatel mulze
podle svého rozhodnuti a v souladu s
informacemi  uchovanymi ve vnitfnich
obchodnich zaznamech zadavatele vefejné
oznamit nazev poskytovatel a/nebo jméno
zkouSejiciho a personalu provadéjiciho
studii, jakoz i urcité informace tykajici se
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relating to this Contract , including, but not
limited to, any financial and in-kind payments
received under this Contract, the nature of
the engagement and any other payment or
service-related information as may be
deemed appropriate by Sponsor or as may
be dictated by applicable law.

XI.

Ownership of Clinical Study Results, its
Protection and Publishing the Results

. The data reports, the final report, and any
documentation and any other materials
created or completed under the Protocol or
containing data gathered and created in the
Clinical Study process shall remain the
exclusive property of the Sponsor, and shall
be deemed Sponsor’'s Confidential
Information.

. Hospital and Investigator acknowledge that
Clinical Study is part of a multiple site study.
The fact and results of the Clinical Study will
be published once the Clinical Study and final
analysis have been completed. Publication of
the Clinical Study results from a single centre
is not permitted before the multiple site
publication. The Sponsor and/or Orderer will
ensure that the Hospital’'s and Investigator’s
participation in the Clinical Study is
acknowledged in the publication.The full or
partial results of the Clinical Study shall not
be made public by the Hospital or the
Investigator unless prior written consent is
obtained from the Orderer. After the multiple
site publication, the Hospital and the
Investigator undertake to consult the
publishing of any document regarding the
course or results of the Clinical Study with the
Orderer at least 60 days before putting it to
print or before holding the lecture, subject to
Section XI.3. Hospital shall publicly
acknowledge in any such document or
presentation Sponsor’s financial or editorial
contribution to the research.

. The Hospital and the Investigator understand

této smlouvy, v€etné mimo jiné jakychkoli
finan€nich a nepenézitych uhrad pfijatych
podle této smlouvy, povahy zavazku a
jakychkoli informaci tykajicich se dalSi
platby nebo sluzby, jak se mohou zdat
vhodné zadavateli nebo je muze pozadovat
prislusny zakon.
XL

Vlastnictvi vysledku klinické studie, jeji
ochrana a publikovani vysledku

. Zpravy o udajich, finan¢ni zpravy a veSkera

dokumentace a jakékoli dalsi materialy
vytvofené nebo dokon&ené podle protokolu
nebo obsahujici udaje shromazdéné a
vytvofené v prubéhu této klinické studie
zustavaji vyluénym majetkem zadavatele a
jsou povazovany za duvérné informace
zadavatele

Poskytovatel a zkouS$ejici berou na védomi,
Ze klinicka studie je soucasti studie konané
v ruznych mistech. Skutecnosti a vysledky
klinické studie budou publikovany, jakmile
bude dokonena klinickda studie a
zavéreCna analyza. Publikovani vysledku
klinické studie z jednoho centra neni mozné
pred publikovanim vysledk( z rdznych mist.
Zadavatel a/nebo objednatel zaruduji, Ze
uCast poskytovatel a zkouSejiciho na
klinické studii je potvrzena v publikaci.
Poskytovatel ani zkou$ejici nepublikuji
uplné nebo caste€né vysledky Klinické
studie, pokud neziskaji pfedchozi pisemny
souhlas od objednatele. Poskytovatel a
zkousSejici se zavazuji, Ze po zvefejnéni na
vice mistech se o publikovani jakéhokoliv
dokumentu tykajiciho se prubéhu nebo
vysledkG  klinické  studie poradi s
objednatelem, a ucini tak minimalné 60 dnu
pfed pfedanim do tiskarny nebo pfed danou
pfednaskou, podle ¢asti XI.3. Poskytovatel
v jakémkoli takovém dokumentu nebo
prezentaci vefejné pfizna finanéni nebo
editorsky pfispévek zadavatele k danému
vyzkumu.

Poskytovatel a zkouSejici se dohodli, ze
védecka publikace tykajici se objevu nebo
testovanych terapeutickych ucinnych latek
nebude zvefejnéna Poskytovatelem ani
zkousSejicim pFedtim, nez zadavatel pozada
0 udéleni patentu s tim, Ze k Zadosti o
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that any scientific publication regarding the
discoveries or therapeutic agents tested shall
not be published by the Hospital or the
Investigator before the Sponsor’s applying for
a patent provided that applying for a patent is
taken into account with regard to the
character of the Clinical Study results.

. The Hospital and Investigator shall promptly
disclose, and shall cause the Clinical Study
staff to promptly disclose to the Sponsor in
writing any inventions or discoveries made in
the performance of the Clinical Study by or on
behalf of the Hospital or Investigator that
relate to the administration or use of the
Clinical Study Drug (“Inventions”). The
Sponsor shall own all right, title, and interest
in and to any Inventions and Hospital and
Investigator agree to execute any documents
or undertake any further actions if requested
by Sponsor to evidence transfer of title
thereto, at Sponsor’s reasonable expense.

The Hospital, Investigator and any sub-
investigator shall, as may be required,
execute a separate agreement regarding the
transfer of any and all proprietary rights to
any scientific information and any work of art
arising from the Study and/or created in the
Clinical Study process.

The Clinical Study has been organized,
initiated, managed and controlled by the
Sponsor, and carried out at the Sponsor’s
own risk. The Hospital and Investigator
confirms and acknowledges that any and all
scientific data, scientific art, or inventive
process created and/or gathered on the basis
of his/her performance in the Clinical Study
and/or information provided by the Sponsor
have been created for the benefit of the
Sponsor.

XIl.
Settlement of Disputes and Arbitration

. The contracting parties have agreed on
subjecting the legal relations resulting from
this Contract to the generally binding legal
rules and regulations of the Czech Republic.

. The contracting parties undertake to provide
assistance to each other and to settle

udéleni patentu se pfihlizi s ohledem na
povahu vysledku klinické studie.

Poskytovatel a zkouSejici zadavateli
neprodlené pisemné odhali, a zajisti
neprodlené odhaleni personalem

provadéjicim studii, jakékoli vynalezy nebo
objevy vzniklé pfi provadéni této klinické
studie Poskytovatelem nebo zkouSejicim Ci
jejich jménem, pokud se tykaji podavani
nebo pouziti klinického hodnoceného IéCiva
(dale jen ,vynalezy“). Zadavateli nalezi
vSechna prava, naroky a zajmy v jakychkoli
vynalezech a poskytovatel a zkouS$ejici se
zavazuji na Zadost zadavatele provést
vesSkeré dokumenty nebo podniknout dalSi
Cinnosti dokazujici pfevod prav, a to na
pfiméfené naklady zadavatele.

Poskytovatel, zkou$ejici a vSichni dilCi
zkouSejici jsou povinni, pokud je to
pozadovano, uzavfit samostatnou smlouvu
tykajici se pfenosu veskerych vlastnickych
prav na védecké informace a jakakoli
umélecka dila vznikla béhem studie a/nebo
vytvofena béhem provadéni této klinické
studie.

Tuto Klinickou studii organizuje, zahajuje, fidi

a kontroluje zadavatele a provadi se na
riziko zadavatele. Poskytovatel a zkouSejici
potvrzuji a uznavaji, ze veSkeré védecké
Udaje, védecka dila nebo invenéni procesy
vytvofené a/nebo shromazdéné na zkladé
jejich ucasti vtéto Kklinické studii a/nebo
informace poskytnuté zadavateli byly
vytvofeny k prospéchu zadavatele.

XIl.
Reseni sportl a smiréi fizeni
Smluvni strany se dohodly, Ze pravni
vztahy vyplyvajici s této smlouvy budou

podléhat obecné zavaznym pravnim
normam a pfedpisum Ceské republiky.

Smluvni strany se zavazuiji, Ze si navzajem
poskytnou pomoc a pfipadné spory tykajici
se jejich odliSnych pohledl na procedury a
zpusoby prace vyreSi pomoci projednani
zalezitosti zpusobem aplikovanym obvykle
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possible disputes regarding their different
views on the procedures and methods of
work by means of discussing the matter in a 3
manner usually applied by contracting
parties.

3. Any disputes unsettled by a mutual agreement
in compliance with Section 2 of this Article
XIll, shall be referred to and decided by the
appropriate courts of the Czech Republic.

XIIL.
Reimbursement

1. The Orderer undertakes to reimburse the
costs incurred by the Hospital in connection
with including each subject of assessment in
the Clinical Study and examination of him/her
how specified in Appendix 2. In no event shall
the payments hereunder exceed the amount
set forth on Appendix 2 without the prior
written consent of Orderer. If fewer than the
anticipated number of Clinical Study subjects
complete the Clinical Study, then the
aforementioned payments will be prorated in
an equitable manner.

2. The Orderer undertakes to reimburse the
aliquot part of the costs incurred by the
Hospital in connection with including each
subject of assessment in the Clinical Study
and examining him/her even if the subject of
assessment discontinues his/her participation
in the Clinical Study, but only up until the | 3.
subject’s discontinutation.

3. The payment shall be made to the account of
the Hospital with the Ceské spofitelny a.s.,
Praha, ¢.u.: 2651552/0800, VS: number of | 4
invoice.

4. Sponsor and Orderer undertake not to sign
any other agreement or contract with the
Principal Investigator or/and with other
employee of the Institution for this Clinical
Trial

5. In the event of withdrawing from the Contract
or terminating it before the estimated period
of carrying out the Clinical Study expires, the

smluvnimi stranami.

. Veskeré spory nevyiedené vzajemnou

dohodou v souladu s odst. 2 tohoto ¢lanku
Xl se predaji k rozhodnuti pfisluSnym
soudum Ceské republiky.

XIil.
Nahrada

Objednatel se zavazuje, ze nahradi
naklady, které vzniknou Poskytovateli v
souvislosti se zahrnutim kazdého subjektu
hodnoceni do klinické studie a s jeho/jejim
vySetfenim, jak je popsano v pfiloze 2.
V zadném pfipadé platby podle této
smlouvy  nepfevySi  Castku  vedenou
v pfiloze 2, aniZz by tak pfedem pisemné
neschvalil objednatel. Pokud studii dokondi
mensi nez ocekavany pocCet subjektd,
budou vySe uvedené platby odpovidajicim
zpUsobem snizeny.

Objednatel se zavazuje, ze nahradi
pomérou c¢ast nakladl, které vzniknou
Poskytovateli v souvislosti se zahrmutim
kazdého subjektu hodnoceni do klinické
studie a s jeholjejim vySetfenim, i kdyz
subjekt hodnoceni nepokraCuje ve své
ucasti na klinické studii, avSak pouze dokud
subjekt u€ast na studii neukon¢i.

Platba bude poukazana na ucet
poskytovatel u Ceské spofitelny a.s., Praha,
¢.0.: 2651552/0800, VS: Cislo faktury.

. Zadavatel i Objednatel se zavazuji, Ze na

tuto  klinickou studii neuzaviou se
zkouSejicim ani jinou spolupracujici osobou
zadnou dalSi smlouvu.

V pfipadé odstoupeni od smlouvy nebo
ukoneni  smlouvy  pfed uplynutim
pfedpokladaného obdobi provadéni klinické
studie se objednatel zavazuje, Ze nahradi
pomérnou c¢ast nakladl, které vzniknou
Poskytovateli s ohledem na provedenou

Page 15 of 24
Protocol #: R668-AD-1225
PI: Site #:

Confidential




Orderer undertakes to reimburse the pro-
rated portion of the cost incurred by the
Hospital with regard to the carried-out part of
the Clinical Study.

. In consideration of the proper performance of
the Clinical Study by the Hospital and the
Investigator under the terms of this Contract,
payment will be made by Orderer or its
designee to the Hospital according to
Appendix 2 appended hereto and
incorporated herein by reference. Hospital
and Investigator will accept payment from
Orderer, or its designee, as full consideration
for services rendered. All costs outlined on
Appendix 2 shall remain firm for the duration
of the Study, unless otherwise agreed to in
writing by the Hospital and Orderer. The
budget contained in Appendix 2 is inclusive of
all applicable taxes. VAT is not applicable
because the service recipient, REGENERON
PHARMACEUTICALS, INC.is a US-based
corporation. Should any changes to VAT law
occur during the term of this Contract,
Orderer shall not be liable for VAT. Orderer
shall make payment to Hospital under this
Contract from funds escrowed by Sponsor.

Each party represents that the compensation
provided under this Contract represents the
fair market value of the activities performed
by the Hospital, has been negotiated in an
arm’s-length transaction, and has not been
determined in any manner with regard to any
implicit or explicit agreement to provide
favorable procurement decisions with regard
to the Sponsor’s products, or to the value or
volume of any business or referrals
generated between the parties.

. The Hospital shall deliver to the Orderer,
within ninety (90) days after expiration or
early termination of this Contract, a final
accounting of amounts due (and reasonable
supporting  documentation), taking into
account payments made and not yet made
under Appendix 2.

Invoices should be sent to:
PAREXEL INTERNATIONAL CZECH
REPUBLIC S.R.O.

¢ast klinické studie.

. Jako odménu za Fadné provadéni této

klinické studie ze strany poskytovatel a
zkouSejiciho podle podminek této smlouvy
provede objednatel nebo jeho zastupce
Poskytovateli platbu podle pfilohy 2, ktera
tvofi soucast této smlouvy formou odkazu.
Poskytovatel a zkouSejici pfijmou platbu od
objednatele nebo jeho zastupce jako plnou
Uhradu za objednané sluzby. Veskeré
naklady uvedené v pfiloze 2 zustavaji
pevné po dobu trvani studie, pokud se
poskytovatel a  objednatel pisemné
nedohodnou jinak. Rozpoc€et uvedeny
v pfiloze 2 zahrnuje vSechny pfislusné
dané. DPH se nevztahuje, protoze pfijemce
sluzby, spolecnost REGENERON
PHARMACEUTICALS, INC.., sidli v USA.
Pokud v prab&hu trvani platnosti této
smlouvy dojde k jakymkoli zmé&nam zakona
o DPH, je za platbou DPH zodpovédény
objednatel. Objednatel uhradi Poskytovateli
platbu z fondu svéfenych zadavatelem.

Obé strany stvrzuji, ze uhrada poskytnuta

podle této smlouvy pfedstavuje
spravedlivou trzni cenu Cinnosti
provadénych Poskytovatelem, byla

dohodnuta svobodné a nebyla Zadnym
zpusobem podminéna Zzadnou implicitni
nebo explicitni dohodou o poskytovani
vyhodnych kupnich rozhodnuti tykajicich se
produktll zadavatele, ani hodnoty nebo
objemu jakéhokoli obchodu nebo
doporuceni mezi obéma stranami.

Do devadesati (90) dnG od vyprSeni nebo
pfedCasného ukonCeni této  smlouvy
poskytovatel objednateli doru€i konecné
vyuctovani splatnych &astek (a pfiméfené
dikazni dokumenty), s ohledem na Castky
jiz vyplacené a €astky dosud nevyplacené
podle pfilohy 2.

Faktury se odes$lou na adresu:

PAREXEL INTERNATIONAL
CZECH REPUBLIC S.R.O.
Sokolovska 651/136a

186 00 Praque 8
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Sokolovska 651/136a
186 00 Praque 8

Ceska republika

9. The Orderer declares that it has no

organizational unit, branch or another
permanent business premise in Czech
Republic. PAREXEL International Czech

Republic Ltd Republic is a separate entity
and is not a party to this Contract.

XIV.
Anti-Bribery / Anti-Corruption

. The Hospital certifies that neither it nor
Investigator is employed nor associated,
with or without compensation, or in any
manner, in or with a position as described
below:

a) a government or public official,
agent or employee of a public
administration or any other
function under the terms of
which an individual is endowed
with public authority, responsible
for a mission of public services
or holding an elected office;

b) a permanent or occasional
member, expert or consultant,
within any government health
agency or regulatory body of
government; or

c) any other position within the
government or a
nongovernmental international
health organization, such as the
WHO (the World Health
Organization) or UNICEF.

The Hospital and Investigator certifies
that neither it nor Investigator shall use
their powers or their real or potential
influence to improperly or unlawfully
influence a decision, an act, an action or
an omission with respect to the activities

Ceska republika

9. Objednatel prohlasuje, Ze v Ceské
republice  nema organizaéni  slozku,
poboCku nebo jinou stalou provozovnu.
PAREXEL International Czech Republic
s.r.o. je samostatny pravni subjekt a neni
smluvni stranou této smlouvy.

XIV.
Ustanoveni proti uplatkiim/korupci
1. Poskytovatel potvrzuje, ze ani
poskytovatel samotna, ani zkouSejici

nejsou zaméstnani ani spojeni, at uz za
Uhradu ¢i bez, ani jinym zpGsobem, s nize
uvedenymi pozicemi:

a) vladni nebo vefejny zastupce,
agent nebo zaméstnanec
vefejné zpravy nebo jakakoli
jind  funkce podle jejichz
podminek je danému jedinci
svérena Uredni moc,
zodpovédnost za provadéni
vefejnych sluzeb nebo
zastavani  voleného Ufadu;

b) trvaly nebo pfilezitostny c¢len,
odbornik  nebo  konzultant
jakékoli vladni zdravotnické
agentury nebo regulaéniho
organu vlady; nebo

c) jakakoli jina pozice ve vladni
nebo nevladni mezinarodni
zdravotnické organizace, jako
je WHO (Svétova zdravotnicka
organizace) nebo UNICEF.

d)
2. Poskytovatel a zkousSejici  potvrzuji, Ze
nepouziji své moci nebo svého skutecného Ci
potencialnihno  vlivu Kk nespravnému nebo
nezakonnému ovlivhovani rozhodnuti, d&inu,
¢innosti nebo zanedbani s ohledem na &innosti
zadavatele nebo spole¢nosti PAREXEL.
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of Sponsor or pAREXEL.

In the event of a conflict of interest or the
risk of a conflict of interest, Hospital and
Investigator agree, , to (i) to withdraw
from the position listed above and in any
case (ii) not to improperly or unlawfully
participate in any duties or tasks of any
official position held when the duty or task
relates to the activities of Sponsor or
PAREXEL.

The Hospital certifies that neither it nor
Investigator shall offer or provide any
payment, gift or anything of value, either
directly or indirectly, to any government
official, including, but not limited to, public
officials, agents or employees of a public
administration, persons acting on behalf
of any of the foregoing, or any person
responsible for a mission of public
services or an elected office,
representatives of any political party,
candidates for public office,
representatives of other businesses or
persons acting on behalf of any of the
foregoing, for the purpose of improperly
or unlawfully influencing decisions, acts or
omissions, with respect to the activities of
Sponsor or PAREXEL.

XV.
Completing the Clinical Study

. The Clinical Study shall be deemed
completed once the Final Report is handed
over to the Orderer, or the date the Clinical
Study is terminated as provided herein. The
Orderer and the Investigator shall work out a
report on completing the Clinical Study and
handing over the Final Report.

Each contracting party is entitled to withdraw
from the Contract, with the notice coming into
effect after being delivered to the other party,
provided that any of the hereinafter listed
conditions apply:

if one Party breaches the Contract or
Protocol to such an extent that such breach
cannot be remedied within thirty (30) days
after notice from the aggrieved party

3. V pfipadé stfetu zajml nebo rizika stfetu
zajmu se poskytovatel a zkouSejici se zavazuiji,
Ze (i) opusti vySe uvedenou pozici tak v
Zadném pfipadé (ii) se nebude nevhodné nebo
nezakonné ucastnit zadnych povinnosti ani
Ukoll zadné zastavané vefejné pozice, pokud
se tyto povinnosti nebo ukol tykaji Cinnosti
zadavatele nebo spole¢nosti PAREXEL.

4. Poskytovatel potvrzuje, Ze ani poskytovatel,
ani zkousejici nenabidnou ani neposkytnou
Zadnou platbu, dar ani Zadnou jinou cennost, at
uz pfimo nebo nepfimo, Zadnému viadnimu
Ciniteli, v€éetné mimo jiné verejnych Ciniteld,
zastupcl nebo zaméstnancu vefejné spravy,
osobam jednajicim jejich jménem, ani jakékoli
osobé zodpovédné za provadéni vefejnych
sluzeb nebo zastavajici voleny ufad,
zastupcum politické strany, kandidatiim na
vefejny ufad, zastupcim dalSich podnikd nebo
osobam jednajicim jejich jménem, pro ucely
nespravného nebo nezakonného rozhodovani,
¢innosti nebo zanedbani tykajicich se Cinnosti
zadavatele nebo spole¢nosti PAREXEL

XV.
Dokoncéeni klinické studie

1. Klinicka studie se poklada za dokoncéenou,
jakmile je objednateli pfedana zavérecna
zprava. Objednatel a zkouSejici vypracuji
zpravu o dokonceni klinické studie a o
pfedani zavéreCné zpravy.

2. Kazda smluvni strana je opravnéna
odstoupit od smlouvy s ucginnosti po
doruceni druhé strané za pfedpokladu, ze
se pouzije néktera z nize uvedenych
podminek:

Pokud jedna ze stran porus$i tuto smlouvu i
protokol zpusobem, ktery nelze napravit do
tficeti (30) dnd od doru€eni upozornéni
poskozené strany Zadajiciho napravu, nebo
pokud je poruseni takové povahy, Ze jedna
ze stran nemuze rozumné ocekavat Ci
pozadovat plnéni smlouvy ¢&i protokolu
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3.

demanding remedy or if the breach is of such
nature that the one Party cannot reasonably
expect or demand the other Party to perform,
provided, that if PAREXEL is the cause of the
breach, Sponsor (or a designee of Sponsor)
shall take over the responsibilities of
PAREXEL upon written notice to Hospital and
Investigator, and the Contract will be
amended accordingly and shall not be
terminated; The Hospital and Investigator
hereby grant explicit prior consent to such
change in contractual parties.

a) if the other Party becomes insolvent or
bankrupt or enters into any arrangement
for the protection of its creditors or goes
into liquidation, provided, that if Orderer
becomes insolvent or bankrupt or enters
into any such arrangement or liquidation,
provided, that if PAREXEL become
insolvent or bankrupt or enters into any
such arrangement or liquidation, Sponsor
(or a designee of Sponsor) shall take over
the responsibilities of PAREXEL upon
written notice to Hospital and Investigator,
and the Contract will be amended
accordingly and shall not be terminated;
The Hospital and Investigator hereby
grant explicit prior consent to such
change in contractual parties.

Any of the contracting parties ceases to
be authorised to pursue its activities
within the field concerned.

The risk incurred by the subjects of
assessment increases significantly;

The authorisation, permit, consent or
exception concerned are revoked or
suspended or expire without prolongation.

In any other case, the Contract may be
terminated by Orderer by means of notice
without stating reason, with the period of
notice being 30 days from the day following
the day of delivery of the notice to Hospital.

Upon notice of such termination, Hospital and
Investigator shall cease enrolling Study
Subjects immediately and shall cease
conducting the procedures set out in the
Protocol to the extent that doing so is
medically permissible and appropriate in
accordance with the Protocol or applicable

druhou stranou, a pokud je poruseni na
strané spoleCnosti PAREXEL zadavatel
(nebo zastupce zadavatele) prevezme
povinnosti  spoleCnosti  PAREXEL s
pisemnym upozornénim poskytovatel a
zkouSejiciho. Zaroveh se odpovidajicim
zpUusobem upravi tato smlouva, ktera
nebude vypovézena. Poskytovatel a
zkouSejici timto predem udéluji vyslovny
souhlas s touto zmé&nou smluvnich stran.

a) Pokud se jedna ze stran stane
nesolventni nebo vyhlasi bankrot, di
vstoupi do jiného stavu slouziciho
k ochrané véfitel, nebo =zacne jeji
likvidace, a pokud je touto stranou
objednatel ¢&i spoleénost PAREXEL
zadavatel (nebo zastupce zadavatele)
pfevezmou povinnosti  spole€nosti
PAREXEL s pisemnym upozornénim
poskytovatel a zkou3ejiciho. Tato
smlouva se odpovidajicim zpusobem
upravi a nebude vypovézena.
Poskytovatel a zkou$ejici timto pfedem
udéluji vyslovny souhlas s touto zménou
smluvnich stran.

Jakakoliv ze smluvnich stran pozbyva
opravnéni provadét svou &innost v dané
oblasti.

Riziko vzniklé subjektim hodnoceni se
vyrazné zvysi;
Dojde ke zruSeni nebo odlozeni nebo

vypréeni bez daného opravnéni,
povoleni, souhlasu €i vyjimky.

3. V jakémkoliv jiném pfipadé muze smlouvu

ukoncit objednatel vypovédi bez uvedeni
ddvodu, s vypovédni lhatou 30 dnll ode dne
po dni doruceni vypovédi Poskytovateli.

Po doruCeni této vypovédi prestanou
poskytovatel a zkouSejici okamzité pfijimat
subjekty studie a ukonéi provadéni
procedur stanovenych v protokolu, a to
v takové mife, vijaké je toto ukonceni
lékafsky pfijatelné a vhodné v souladu
s protokolem nebo pfislusnym zakonem, a
podniknou vSechny pfiméfené kroky
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law, and shall take all reasonable steps to
minimize further costs.

XVI.

Closing Provisions

. This Contract has been executed in three

copies, with each contracting party obtaining
one of them.

. The Contract may be amended or modified in
writing based on the agreement of the
contracting parties.

. All notices given or required to be given
under this Contract will be deemed duly given
if in writing and forwarded to the parties at
their  respective  addresses, facsimile
numbers, or electronic mail addresses noted
below (or to such other address or facsimile
number as any party may designate by notice
duly given):

On the delivery date if delivered personally
to the party to whom the notice is
directed;

One (1) business day after deposit with a
commercial overnight carrier, with
written verification of receipt;

Five (5) business days after the mailing
date, if sent by registered or certified
mail, return receipt requested,
postage and charges prepaid, or by
any other means of rapid mail
delivery for which a receipt is
available; or

On the date of confirmation of successful
transmission if sent by facsimile or electronic
mail, provided that a hard copy of the
transmission is deposited in the registered
mail, addressed to the other party at their
respective address, within one (1) day of the

. VeSkera

k minimalizaci dalSich nakladu.

XVI.

Zavérecna ustanoveni

. Tato smlouva se vyhotovuje ve tfech

stejnopisech, z nichz kazda smluvni strana
obdrzi jeden.

. Zmény a doplriky této smlouvy jsou mozné

toliko dohodou, a to pisemnym dodatkem
ke smlouvé.

pfedana oznameni nebo
oznameni, jejichz pfedani se pozaduje na
zakladé této smlouvy, se budou pokladat za
fadné pfedana, pokud budou mit pisemnou
podobu a budou doruéena stranam na jejich
prislusné adresy, faxova Cisla nebo adresy
elektronické posty uvedené niZze (nebo na
takovou adresu nebo faxové Ccislo, které
strany urci fadné pfedanym oznamenim):

V den doruceni v pfipadé osobniho doru€eni
strang, které je oznameni adresovano;

Jeden (1) pracovni den ode dne ulozeni
u expresni doru¢ovaci sluzby, s
pisemnym potvrzenim o pfijmu

Pét (5) pracovnich dnl ode dne podani v
pfipadé doporucené zasilky, nutna
doru€enka, poStovné a poplatky placeny
pfedem, nebo jinak prostfednictvim doruceni
rychlou postou, u které je k dispozici
doruéenka; nebo

V den potvrzeni Uspésného prenosu v
pfipadé odeslani faxem nebo elektronickou
postou s tim, ze tisténa kopie pfenosu se
vlozi do doporuceného dopisu
adresovaného druhé strané na jeji
pfislusnou adresu do jednoho (1) dne ode
dne pfenosu.
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transmission.

To the Hospital addressed:

Fakultni nemocnice Hradec Kralové,

Sokolska 581,

500 05 Hradec Kralové — Novy Hradec Kralové
Czech Republic

Attention:

To PAREXEL or Orderer addressed:

PAREXEL INTERNATIONAL CZECH REPUBLIC
S.R.O.

Sokolovska 651/136a

186 00 Prague 8

Czech Republic

Attention: /:

With a Copy To Sponsor addressed:

Regeneron Pharmaceuticals, Inc.
777 Old Saw Mill River Road
Tarrytown, NY 10591 US

4. Hospital and Investigator may not assign or
delegate this Contract without the prior
written consent of Orderer. Hospital and
Investigator agree that Orderer shall have the
right to assign or delegate this Contract or
any portion thereof without the consent of
Hospital or Investigator, subject to
acceptance by the assignee.

5. If any provision of this Contract shall be
determined to be invalid, illegal, or
unenforceable, either in whole or in part this
Contract shall be deemed amended to delete
or modify, as necessary, the offending
provisions and to alter the balance of this
Contract in order to render the same valid,
legal and enforceable to the fullest extent
permissible.

6. In performing activities under this Contract,
the Hospital, including the Investigator and
Clinical Study staff, is operating as and has
the status of an independent contractor to the
Orderer and Sponsor, and shall not act as
and is not an agent or employee of the

Adresovano Poskytovateli:

Fakultni nemocnice Hradec Kralové,

Sokolska 581,

500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika

Komu:

Adresovano spoleénosti  PAREXEL nebo
objednateli:

PAREXEL INTERNATIONAL CZECH

REPUBLIC S.R.O.
Sokolovska 651/136a
186 00 Prague 8
Czech Republic
Komu: /:

S kopii na adresu zadavatele:

Regeneron Pharmaceuticals, Inc.
777 Old Saw Mill River Road
Tarrytown, NY 10591 US

4. Poskytovatel ani zkouSejici nesmi pFepsat
nebo prevést tuto smlouvu bez pfedchoziho
pisemného souhlasu objednatele.
Poskytovatel a zkouSejici souhlasi, ze
objednatel ma pravo prepsat nebo pievést
tuto smlouvu nebo kteroukoli jeji ¢ast bez
souhlasu poskytovatel nebo zkousejiciho,
s podminkou pfijeti nabyvatelem.

5. Pokud se zjisti, ze je kterékoli z ustanoveni
této smlouvy neplatné, nezakonné nebo
nevymahatelné, at uz celkové Ci Castecné,
tato smlouva bude povazovana za
upravenou tak, Ze neplatna ustanoveni
budou podle potfeby odstranéna nebo
upravena a zbyvajici ¢ast smlouvy bude
upravena tak, aby obsahovala ustanoveni
v co nejSirSim mozZném rozsahu stejné,
zadkonné a vymahatelné.

6. Pfi provadéni Cinnosti podle této smlouvy
poskytovatel vCetné zkouSejiciho a
personalu klinické studie pracuje jako
nezavisly smluvni dodavatel a ma tento
status vlc&i objednateli a zadavateli, a neni
zastupcem ani zaméstnancem objednatele
Ci zadavatele a nebude jako takova
vystupovat. Vztah mezi smluvnimi stranami
netvofi partnerstvi, sdruZzeny podnik ani
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Orderer or Sponsor. The relationship
between the parties does not constitute a
partnership, joint venture, or agency. Neither
party shall have the authority to bind the other
party without that other party’s express,
written permission. 7.

. This Contract , together with the Exhibits and
Appendices hereto, constitutes the entire
agreement of the parties with respect to its
subject matter, and supersedes all previous
written or oral representations, agreements,
and understandings between the parties with | 8.
respect to that subject matter

8. The remedies provided in this Contract are
not exclusive and the party suffering from a
breach or default of this Contract may
pursue all other remedies, both legal and
equitable, alternatively or cumulatively. No
express or implied waiver by a party of any
breach or default will be construed as a
waiver of a future or subsequent breach or
default. The failure or delay of any party in
exercising any of its rights under this
Contract will not constitute a waiver of any
such right, and any single or partial
exercise of any particular right by any party
will not exhaust the same or constitute a
waiver of any other right provided in this
Contract.

9. The provisions of this Contract which by
their nature or intent are to survive the
termination or expiration of this Contract
shall so survive and continue in effect.

10.

10. No Third-party Beneficiary. This
Agreement is for the sole benefit of the
parties, and does not confer any rights on
any third party 11

11. In the event of a conflict between the
English language version and the Czech
language version, the Czech language
version shall control.

agenturu. Zadna ze stran nema pravo vazat
druhou stranu bez jejiho vyslovného
pisemného svoleni.

Tato smlouva spolu s pfilohami a dopliky
pfedstavuje Uplnou dohodu stran ohledné
pfedmétu smlouvy a nahrazuje veSkera
pfedchozi pisemna nebo ustni ujednani,
dohody a umluvy mezi stranami tykajici se
pfedmétu této smlouvy.

Nahrady uvedené v této smlouvé nejsou
exkluzivni a strana poskozena porudenim
nebo prestoupenim této smlouvy muze
vyzadovat veSkeré dalsi nahrady, pravni i
spravedlivé, nad ramec nebo spole¢né se
smluvnimi nahradami. Zadné zfeknuti se
nahrady, vyjadfené nebo implikované, ani
jednou ze stran pfi poruSeni nebo
pfestoupeni neznamena zieknuti se
nahrady pfi budoucim nebo pfistim
poruseni &i pfestoupeni. Pokud kterakoli ze
stran neuplatni sva prava podle této
smlouvy nebo je wuplatni opozdéné,
neznamena to, Ze se téchto prav zfekla, a
jednorazové nebo Castecné uplatnéni
kteréhokoli prava kteroukoli ze stran
neznamena vycerpani tohoto prava ani
nepfedstavuje zieknuti se jiného prava
poskytnutého podle této smlouvy, a nelze je
tak vykladat.

Ustanoveni této smlouvy, kterd ze své
povahy nebo zaméru maji trvat i po
ukon€eni nebo vyprSeni této smlouvy,
budou takto trval a zlistanou nadale platna.

Neexistence dalSich beneficientd. Tato
smlouva plyne vyluéné ve prospéch
smluvnich stran a nezaklada zadna prava
jakymkoli tfetim stranam

V pfipadé rozporu mezi anglickou verzi a
Ceskou verzi této smlouvy plati ustanoveni
Ceskeé verze.
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In witness of their consent to the wording hereof, the contracting parties append their respective
signatures hereto. / Na dikaz svého souhlasu se znénim této Smlouvy smluvni strany pfipojuji
k této Smlouvé své fadné podpisy.

PAREXEL INTERNATIONAL CZECH REPUBLIC S.R.O., as Sponsor’s representative /| PAREXEL

INTERNATIONAL CZECH REPUBLIC S.R.O., Inc., jako zastupce Sponzora
Name/Jméno:
Title/ Funkce: Associate DirectorClinical Operation

Podpis/Signatue:

In (Place), date / Misto, datum:

Fakultni nemocnice Hradec Kralové
Name/Jméno: prof. MUDr. Roman Prymula, CSc., Ph.D.
Title/ Funkce: director/feditel

Podpis/Signatue:

In (Place), date / Misto, datum:

Investigator/Zkousejici

Name/Jméno:

ignature/Podpis:

In (Place), date / Misto, datum:
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