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SMLOUVA O POSKYTOVANI SLUZEB V RAMCI KLINICKEHO HODNOCENI
SERVICE AGREEMENT WITHIN CLINICAL TRIAL

Klinické hodnoceni: CA209-915

,Randomizovana studie faze lll hodnotici adjuvantni
imunoterapii nivolumabem v kombinaci
s ipilimumabem oproti monoterapii ipilimumabem
nebo nivolumabem u pacientll po kompletni resekci
melanomu stadia lllb/c/d nebo stadia IV“

dale jen ,smlouva“.

Fakultni nemocnice u sv. Anny v Brné

Zastoupend MUDr. Martinem Pavlikem, PhD., DESA,
EDIC, reditelem

Pekarska 664/53

656 91 Brno

Ceska republika

ICO: 00159816

DIC: CZ00159816

Bankovni spojeni: Ceska narodni banka, &islo uétu:
2000-71138621/0710, IBAN: CZ83 0710 0200 0100
7113 8621, SWIFT: CNBACZPP

dale jen ,poskytovatel sluzeb”

Bristol-Myers Squibb International Corporation
Chaussée de la Hulpe 185

1170 Brusel

Belgie

DIC: BE415033504

dale jen ,zadavatel”,

spolecné déle také jako ,smluvni strany” a jednotlivé
jako ,smluvni strana“, uzaviraji ve smyslu ustanoveni
§ 1746 odst. 2 zdkona €. 89/2012 Sb., obéanského
zakoniku, v platném znéni, tutoSMLOUV U :

l.
Uvodni ustanoveni

1) Zadavatel provadi v Ceské republice klinické
hodnoceni |éCivého pfipravku podle protokolu
CA209-915 s nazvem ,Randomizovana studie faze
Il hodnotici adjuvantni imunoterapii nivolumabem
v kombinaci s ipilimumabem oproti monoterapii
ipilimumabem nebo nivolumabem u pacientl po
kompletni resekci melanomu stadia Illb/c/d nebo
stddia IV" (dale jen ,klinické hodnoceni“).
Zadavatel je v Ceské republice zastoupen
spolecnosti  Bristol-Myers Squibb spol. sr.o.,

IC: 43004351, se sidlem Bud&jovicka 778/3, 140 00

Clinical Trial: CA209-915

»A Phase 3, Randomized Study of Adjuvant
Immunotherapy with Nivolumab Combined with
Ipilimumab  Versus Ipilimumab or Nivolumab
Monotherapy after Complete Resection of Stage
lllb/c/d or Stage IV Melanoma“

hereinafter “Agreement”.

Fakultni nemocnice U sv. Anny v Brné
Represented by Martin Pavlik, MD, PhD., DESA, EDIC,
Director

Pekarska 53

656 53 Brno

Czech Republic

Identification No.: 00159816

Tax Identification No.: CZ00159816

Bank account: Ceska narodni banka, bank account
number: 2000-71138621/0710, IBAN: CZ83 0710
0200 0100 7113 8621, SWIFT: CNBACZPP

hereinafter “Service Provider”
and

Bristol-Myers Squibb International Corporation
Chaussée de la Hulpe 185

1170 Brussels

Belgium

Tax Identification No.: BE415033504
hereinafter “Sponsor”,

hereinafter also referred to jointly as “Parties” and
individually as “Party”, conclude pursuant to Sec. 1746
(2) of Act No. 89/2012 Coll.,, the Civil Code, as
amended, this AGREEMENT:

(N
Introductory Provisions

1) The Sponsor conducts in the Czech Republic a
clinical trial with respect to medical product
according to Protocol CA209-915 entitled “A Phase
3, Randomized Study of Adjuvant Immunotherapy
with Nivolumab Combined with Ipilimumab Versus
Ipilimumab or Nivolumab Monotherapy after
Complete Resection of Stage lllb/c/d or Stage IV
Melanoma” (hereinafter “Clinical Trial”). The
Sponsor is represented in the Czech Republic by
Bristol-Myers Squibb spol. s r.o0., Id. No.: 43004351,
with its registered office at Budéjovicka 778/3, 140
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Praha 4 (dale jen ,,BMS CR“). Mistem provadéni
klinického hodnoceni je Masaryklv onkologicky
ustav, Klinika komplexni onkologické péce, Zluty
kopec 7, 656 53 Brno (dale jen ,,misto hodnoceni”),
v Cele 3 hlavnim zkousejicim
XXXXXXXXXXXXXXXXXXXX  (ddle  jen  ,hlavni
zkousejici“).

V souvislosti s provadénim klinického hodnoceni se
zadavatel a poskytovatel sluzeb dohodli na
spolupraci spocivajici v poskytovani sluzeb tak, jak
je nize uvedeno v této smlouvé.

Il.
Pfredmét smlouvy

Predmétem této smlouvy jsou prava a povinnosti
smluvnich stran tykajici se poskytnuti: transport
krevnich vzorkl a provadéni laboratornich analyz, a to
ACTH a Kortizol celkovy. Laboratorni analyzy se budou
provadét pro priblizné 6 subjektd hodnoceni, a to

v pfipadé,

Ze to bude poZadovano protokolem

klinického hodnoceni, pfiblizné od bfezna 2017 po
celkovou dobu pfiblizné 6 let (dale jen ,sluzby”).

1)

2)
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.
Prava a povinnosti smluvnich stran

Poskytovatel sluzeb se zavazuje poskytovat sluzby
dle této smlouvy fadné a vcas a vést a uchovavat
pisemnou evidenci veskerych poskytnutych sluzeb.
Tyto zaznamy budou archivovdany po dobu
stanovenou platnymi pravnimi predpisy CR.

Zadavatel se zavazuje vyplatit poskytovateli sluzeb
za rfadné a vcas poskytnuté sluzby odménu dle cl.
VI této smlouvy.

Béhem poskytovani sluzeb dle této smlouvy
umozni poskytovatel sluzeb zadavateli, spole¢nosti
BMS CR a/nebo pracovnikim povéfenym
zadavatelem ¢&i spoleénosti BMS CR, jako? i
predstavitelm pfislusnych kontrolnich organ,
pristup do prostor poskytovatele sluzeb za Ucelem
kontroly a monitorovani poskytovani sluzeb a
zaroven auditu zaznam( vztahujicich se k
poskytovanym sluzbdm, aby tak bylo mozné ovéfit,
zda poskytovatel sluzeb pini své zavazky dle této
smlouvy a dodrZuje pfislusné pravni predpisy.

Zadavatel nebo spole¢nost BMS CR jsou povinni
informovat  Poskytovatele sluzeb (Oddéleni

00 Prague 4 (hereinafter “BMS CR”). The clinical
trial is conducted at Masarykudv onkologicky Ustav,
Klinika komplexni onkologické péce, Zluty kopec 7,
656 53 Brno (hereinafter “Clinical Trial Site”),
headed by the principal investigator
XXXXXXXXXXXXXXXXXXXX  (hereinafter “Principal
Investigator”).

In connection with performance of the Clinical
Trial, the Sponsor and the Service Provider have
agreed upon cooperation including rendering of
services, as provided below in this Agreement.

1.
Subject-Matter of Agreement

' The subject-matter of this Agreement involves the

rights and duties of the Parties relating to provision of:
blood samples transport and laboratory analyses,
namely ACTH and Cortisol Total. Laboratory analyses
shall be performed for approximately 6 Clinical Trial
Subjects, in case it is required by the Clinical Trial
Protocol, approximately from March 2017 for total
duration of approximately 6 vyears (hereinafter
“Services”).

.
Rights and Duties of Parties

1) The Service Provider undertakes to provide
Services pursuant to this Agreement duly and in
a timely manner and maintain and retain
written records with respect to all rendered
Services. These records will be archived for the
period prescribed by valid legal regulations of
Czech Republic.

2) The Sponsor undertakes to pay the Service
Provider a fee for duly and timely provided
Services, as defined under Article VI hereof.

3) During provision of Services pursuant to this
Agreement, the Service Provider will allow the
Sponsor, BMS CR and/or employees authorized
by the Sponsor or BMS CR, as well as
representatives of the relevant supervisory
authorities, to access the premises of the
Service Provider for purposes of auditing and
monitoring of the provision of Services and, at
the same time, auditing of records relating to
the rendered Services so that it is possible to
verify whether or not the Service Provider
performs its obligations hereunder and
complies with the relevant legal regulations.
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4)

1)
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klinickych studii) o datech planovanych iniciacnich,
ukoncovacich, auditnich a monitorovacich navstév
v misté Poskytovatele sluieb, a to e-mailem na
adresu trials.icrc@fnusa.cz. Tuto informaci jsou
Zadavatel nebo spole¢nost BMS CR povinni
Poskytovateli sluzeb poskytnout alesport 3 dny
pred planovanou navstévou.

Poskytovatel sluzeb bude sluzby poskytovat v
souladu s protokolem klinického hodnoceni a
pokyny zadavatele, spole¢nosti BMS CR a hlavniho
zkousejictho, se vSemi pfislusSnymi zakony,
vyhlaskami, smérnicemi a pravidly Ceské republiky,
zejména pak v souladu se zdkonem ¢.372/2011
Sb., o zdravotnich sluzbach a podminkach jejich
poskytovani, v platném znéni, zdkonem ¢.
101/2000 Sb., o ochrané osobnich udaja,
v platném znéni, zdkonem ¢. 378/2007 Sb., o
|éCivech, v platném znéni, vyhlaskou Ministerstva
zdravotnictvi a Ministerstva zemédélstvi ¢.
226/2008 Sb., o spravné klinické praxi, vyhlaskou
Ministerstva  zdravotnictvi a  Ministerstva
zemédélstvi ¢. 84/2008 Sh., o spravné lékarenské
praxi, zadkonem ¢. 40/2009, Sb., trestni zakonik,
v platném znéni, zdkonem ¢. 40/1995 Sh., o
regulaci reklamy, v platném znéni a pokyny a
stanovisky Statniho Ustavu pro kontrolu IéCiv i
jiného ptislusného dozorového organu.

V.
Duvérné informace

Smluvni strany se zavazuji, Ze po dobu trvani této
smlouvy a i po jejim ukonceni budou zachovavat
mlicenlivost a nesdéli ani nezpfistupni Zadné
informace poskytnuté druhou smluvni stranou, at
jiz vyslovné oznacené jako divérné ¢i nikoli, tykajici
se obsahu ¢i Ucelu této smlouvy, ve znéni jejich
pfipadnych dodatk(l a vcetné veskerych pfiloh,
klinického  hodnoceni, jakoz i veSkerych
souvisejicich dokument( ¢i informaci v jakékoli
podobé, véetné jakychkoli informaci o obchodni
Cinnosti druhé smluvni strany ¢i jinych udaj
souvisejicich s touto smlouvou ¢i obchodni ¢innosti
druhé smluvni strany (dale jen ,davérné
informace”), a pouziji je pouze pro ucely plnéni
této smlouvy. Zaroven se kazda ze smluvnich stran
zavazuje zajistit splnéni povinnosti vymezené
v pfedchozi vété tohoto ¢lanku ze strany vsech
svych zaméstnancl, a to véetné pfislusnych
vedoucich pracovnik(, jednatel(, clent
predstavenstva, dozoréi rady a jinych obdobnych

4)

1)

Sponsor or BMS CR are obligated to inform
Service Provider (Department of Clinical Trials)
about the planned dates of initiation, closre,
audit and monitoring visits at the place of
Service Provider, this should be done via emails
to trials.icrc@fnusa.cz. These information has
to be provided by Sponsor or BMS CR to the
Service Provider at least 3 days before the
planned visit.

The Service Provider shall provide the Services in
compliance with the Clinical Trial Protocol and
instructions by the Sponsor, BMS CR and the
Principal Investigator, all relevant laws, decrees,
regulations and rules of Czech Republic, namely in
compliance with Act No.372/2011 Coll,, on
Healthcare Services and Conditions of Their
Provision, as amended, Act No. 101/2000 Coll., on
Personal Data Protection, as amended, Act No.
378/2007 Coll., on Pharmaceuticals, as amended,
Regulation of the Ministry of Health and the
Ministry of Agriculture No. 226/2008 Coll., on Good
Clinical Practice, Regulation of the Ministry of
Health and the Ministry of Agriculture No. 84/2008
Coll., on Good Pharmacy Practice, Act No. 40/2009
Coll., Criminal Code, as amended, Act No. 40/1995
Coll., on Regulation of Advertising, as amended,
and instructions and opinions of the State Institute
for Drug Control or another relevant supervisory
body.

V.
Confidential Information

During the term of this Agreement and after its
termination, the Parties undertake to maintain
confidentiality and not to disclose or make
available any information provided by the other
Party, whether or not expressly designated as
confidential, relating to the content or purpose of
this Agreement, as amended by amendments, if
any, and including all its Exhibits, the Clinical Trial,
as well as all related documents or information in
any form, including any information about the
business of the other Party or other data relating
to this Agreement or the business of the other
party (hereinafter “Confidential Information”),
and to use such Confidential Information only for
purposes of performance of this Agreement.
Concurrently, either Party undertakes to provide
for performance of the duty, as stipulated in the
previous sentence of this Article, by all of its
employees, including the relevant officers,
executives, members of the Board of Directors,
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2)

organu.

Povinnost nesdélovat ani jinak nezpfistupfiovat

divérné informace se neuplatni u téch divérnych
informaci, které:

a) jsou nebo se stanou obecné dostupnymi
verejnosti jinak nez z ddvodu jakéhokoliv
poruseni zavazku dlvérnosti dle této smlouvy
kteroukoliv ze smluvnich stran;

jsou sdéleny smluvni strané treti stranou, ktera
neporusuje Zadny zavazek dlvérnosti vidi
druhé smluvni strané;

jsou vyvinuty takovou smluvni stranou nebo
jejim jménem, aniz by vychazely z dGvérnych
informaci ziskanych pred datem takového
vyvinuti;

je nutné je sdélit v souladu s prislusnymi zakony
¢i  ostatnimi  prdvnimi  predpisy nebo
rozhodnutim soudu ¢i jiného statniho nebo
regulatorniho organu ¢ organu majiciho
pfisluSnou pravomoc.

Spolec¢nost BMS a zadavatel berou na védomi,
7e sohledem na zdkon ¢&. 340/2015 Sb., o
registru smluv, ve znéni pozdéjsich predpisu, je
Poskytovatel sluzeb povinen, v pfipadé, Ze
celkova ¢astka uhrazend za poskytnuté sluzby
presdahne 50.000,- K¢ bez DPH, povinen tuto
smlouvu a jeji ptipadné dodatky zverejnit
vregistru smluv. Takovémuto zverejnéni
nepodléhaji ty udaje, které tvofi obchodni
tajemstvi nékteré ze smluvnich stran. Za
zverejnéni této smlouvy odpovida Poskytovatel
sluzeb.

b)

c)

d)

V.

Odpovédnost za majetkovou a nemajetkovou Gjmu

1)

2)

Smlouva o poskytovéni sluzeb v rdmci klinického hodnoceni / Service Agreement within Clinical Trial CA209-915-0025, Fakultni nemocnice U sv. Anny v Brné

V pripadé, ze bude proti poskytovateli sluzeb treti
stranou podana Zaloba nebo jinak uplatnén narok
na nahradu majetkové nebo nemajetkové ujmy,
vyplyvajici z jakékoliv vady nebo prav dusevniho
vlastnictvi ke kterémukoliv produktu zadavatele
pouzitému v souvislosti s klinickym hodnocenim,
souhlasi zadavatel s tim, Ze poskytovatele sluzeb
odskodni za jakoukoliv takovou Zalobu nebo narok,
pokud tyto nevyplyvaji z nedbalého nebo
nevhodného zachdzeni ¢i pripravy ke zniceni
produktll zadavatele pouzivanych v souvislosti
s klinickym hodnocenim ze strany poskytovatele
sluzeb nebo jakéhokoliv jiného poruseni
povinnosti, Ukonu, opomenuti nebo nedbalosti ze
strany poskytovatele sluzeb.

Poskytovatel sluzeb odskodni a ochrani zadavatele

Supervisory Board and other similar bodies.

2) The obligation not to disclose or otherwise make

a)

b)

c)

d)

available any confidential information does not
apply to that Confidential Information, which:

is or will become publicly available otherwise than
due to any breach of the confidentiality obligation
hereunder by any Party;

is disclosed to either Party by a third party, which
does not breach any confidentiality obligations vis-
a-vis the other Party;

has been developed by such Party or on its behalf,
without relying upon the Confidential Information
obtained before the date of such development;

is necessary to disclose in compliance with relevant
laws or decisions by a court or another
governmental or regulatory body or a body having
the relevant competence.

The parties acknowledge that in reference to Act
No. 340/2015 Coll., the Registry of Agreements,
Service Provider is obligated, in case the provided
services exceed 50.000,- CZK without VAT, to
publish this Agreement, and its amendments if
applicable, at the Registry of Agreements. The
publication is not applicable for any information
which can be considered as a trade secret of
Parties. The Service Provider is responsible for the
publishing.

V.
Liability for Material and Non-material Detriment

1) If an action is filed against the Service Provider by

a third party or a claim for compensation of
material and non-material detriment is otherwise
raised, as arising out of any defect or intellectual
property rights to any product of the Sponsor used
in connection with the Clinical Trial, the Sponsor
agrees that it shall indemnify the Service Provider
for any such action or claim, unless they arise out
of negligent or improper handling or preparation
for destruction of the Sponsor’s products used in
connection with the Clinical Trial by the Service
Provider or any other breach of a duty, act,
omission or negligence by the Service Provider.

2) The Service Provider shall hold harmless and

4/8



1)
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a spole¢nost BMS CR pred viemi naroky,
pozadavky, ztratami, fizenimi a naklady a vydaji v
souvislosti s nimi (véetné nakladl pravniho
zastoupeni), které mohou byt proti zadavateli nebo
spole¢nosti BMS CR podany nebo uplatnény nebo
které mohou zadavateli & spole¢nosti BMS CR
vzniknout v disledku jakéhokoliv poruseni, chyby,
nedbalosti nebo jiného poruseni pravnich predpis
ze strany poskytovatele sluzeb, jeho zaméstnancd,
zastupcl nebo dodavateld.

Poskytovatel sluzeb prohlasuje, Ze ma dle § 45
odst. 2 pism. n) zadkona ¢. 372/2011 Sb., o
zdravotnich sluzbach, uzavienu pojistnou smlouvu
na pojisténi odpovédnosti za Skodu zplsobenou
pfi poskytovani zdravotni péce. Tato pojistnd
smlouva je uzaviena v zdkonem poZadovaném
rozsahu a neobsahuje pojisténi odpovédnosti za
Skodu zplUsobenou pfi provadéni klinického
hodnoceni.

Zadavatel prohlasuje, Ze pted zahajenim klinického
hodnoceni bylo uzavieno pojisténi odpovédnosti
za Skodu a nemajetkovou Ujmu pro zkousejiciho a
zadavatele pro provddéné klinické hodnoceni a
soucasné pojisténi subjektl hodnoceni pro pfipad
Ujmy vzniklé na zdravi, v€etné smrti, v dasledku
provadéni klinického hodnoceni, ve smyslu ust. §
52, odst. 3, pism. f ) zdkona o léCivech.

VI.
Financ¢ni vyrovnani

) 0.0.0.0.:0,:0.0,:,9.9.9.0,0.0,0.0.0,0,0:¢

XXXXXXXXXXXXXXXXXXXX
) 0.0.0.0.:0,:0,:0,:,9.9.9.0.0.0,0.0.0,0,0:¢

Smluvni strany prohlasuji a souhlasi s tim, Ze vyse
odmeény dle odst. 1 vySe predstavuje skutecnou
trzni hodnotu sluzeb, které se poskytovatel sluzeb
zavazal poskytovat, a nebyla urcena jakymkoli
zpUsobem, ktery zohlednuje objem nebo hodnotu
jakychkoli predchozich transakci nebo jakychkoli
jinych podnikatelskych aktivit realizovanych mezi
smluvnimi stranami. Smluvni strany vyslovné
prohlasuji, Ze jakdkoli odména ¢i jind platba
poskytovateli sluZzeb dle této smlouvy neni uréena
a nebude pouzita k poskytnuti neopravnéné
vyhody jakékoli osobé opravnéné nakupovat,
predepisovat, vyddvat ¢i doporucovat produkty
zadavatele & spole¢nosti BMS CR anebo takové

3

—_ ~— ~

indemnify the Sponsor and BMS CR for all claims,
requests, losses, proceedings and costs and
expenses in connection therewith (including costs
of legal representation), which may be filed or
made against the Sponsor or BMS CR or which may
be incurred by the Service Provider or BMS CR due
to any breach, error, negligence or another breach
of legal regulations by the Service Provider, its
employees, representatives and suppliers.

Service Provider represents that, according to the
Sec. 45 (2f) of Act No. 372/2011 Coll., Sec. 45 (2f)
the Act on Pharmaceuticals, Insurance of liability
for damage and non-material detriment was
concluded. This Insurance is concluded in statutory
coverage and does not cover the insurance of
liability for damage with respect to the conducted
Clinical Trial.

The Sponsor represents that, prior to
commencement of the Clinical Trial, insurance of
liability for damage and non-material detriment
was concluded for the Investigator and the Sponsor
with respect to the conducted Clinical Trial,
concurrently with insurance of Clinical Trial
Subjects covering detriment to health, including
death, due to the conduct of the Clinical Trial
pursuant to Sec. 52 (3) (f) of the Act on
Pharmaceuticals.

VI.
Financial Settlement

1) XXXXXXXXXXXXXXXXXXXX

XXXXXXXXXXXXXXXXXXXX
) 0.0.0.0,:0,:0,:0,:,9.9.9,0.0.0,0.0.0,0,0:¢

The Parties represent and agree that the amount
of the fee pursuant to para 1 above represents the
actual market value of the Services, which the
Service Provider has undertaken to provide, and
such amount has not been determined in any
manner taking into account the volume or the
value of any previous transactions or any other
entrepreneurial activities performed between the
Parties. The Parties expressly represent that no fee
or another payment to the Service Provider made
pursuant to this Agreement is intended and will be
used to provide unjustified benefit to any person
authorized to purchase, prescribe, dispense or
recommend the Sponsor’s or BMS CR’s products or
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1)

2)

4)
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ukony schvalovat ¢i o nich (spolu)rozhodovat.

VII.
Doba trvani smlouvy

Tato smlouva se uzavira na dobu urcitou, a to na
dobu trvani klinického hodnoceni. Pfedpokladana
doba trvani klinického hodnoceni je 6 let.

Tato smlouva nabyva platnosti dnem podpisu
posledni smluvni stranou a ucinnosti splnénim
nasledujici odkladaci podminky: vydani pisemného
souhlasu pfislusné etické komise, pripadné
etickych  komisi, s predmétnym klinickym
hodnocenim a zaroveni vydani povoleni SUKL
k zahdjeni klinického hodnoceni nebo nezamitnuti,
v zdkonné lhaté, klinického hodnoceni, které podle
zakona o lécivech podléhd ohlaseni SUKL.

;1)

tuto smlouvu vypovédi, kterd je ucinna dorucenim

druhé smluvni strané, a

pripadech:

to v nasledujicich

a) pokud nékterd smluvni strana neplni nékteré

z ustanoveni této smlouvy a neodstrani zadvadny
stav ani ve |haté 30 dnl od doruceni pisemné
vyzvy k napravé;

pokud nékterd smluvni strana bude v Upadku,
bude proti ni zahdjeno insolvenéni fizeni nebo
proti ni bude poddn insolvenéni ndvrh u soudu;
pokud nékterda smluvni strana pozbude
opravnéni k plsobeni v dané oblasti;

b)

c)

d)
klinického hodnoceni neimérné zvyseno;
pokud bude potifebné opravnéni, povoleni nebo
souhlasné stanovisko zruseno, jeho platnost
pozastavena nebo uplyne-li doba, na kterou
bylo vydano bez prislusného prodlouzeni.

e)

Kterdkoliv strana je opravnéna tuto smlouvu
vypovédeét i bez udani divodu pisemnou vypovédi
s 30denni vypovédni |hltou, kterd zacne bézet
dnem nasledujicim po doruceni vypovédi posledni
smluvni strané.

Tato smlouva muzZe byt také predcasné ukoncéena
vzajemnou pisemnou dohodou smluvnich stran.

bude-li riziko pro subjekt hodnoceni Gcastnici se :

Kterakoliv ze smluvnich stran je opravnéna ukondit = 2)

4)

to approve such acts or (co-)decide about them.

VIL.
Term of Agreement

This Agreement is concluded for a definite period
of time, i.e. for the term of the Clinical Trial. The
estimated term of the Clinical Trial is 6 years.

This Agreement becomes valid on the date of its
execution by the last party and effective upon
meeting of the following condition precedent:
issuance of a written consent by the competent
Ethics Committee, or Ethics Committees, to the
respective Clinical Trial and, at the same time,
issuance of an authorization by the Institute for
commencement of the Clinical Trial or no rejection,
within the statutory deadline, of the Clinical Trial
that is subject to the notification to the Institute
pursuant to the Act on Pharmaceuticals.

Any of the Parties is entitled to terminate this
Agreement by termination notice to become
effective upon its delivery to the other Party in the
following cases:
a) If any of the Parties does not perform any
provision of this Agreement and does not
remove the defective state within 30 days from
receiving a written request to do so;
If any of the Parties goes bankrupt, insolvency
proceedings are initiated against it or a petition
of insolvency is filed against it with a court;
If any of the Parties loses its license to conduct
business in the given area;
If the risk for a Clinical Trial Subject participating
in the Clinical Trial becomes inadequately high;
If the requisite authorization, permission or
consenting statement is cancelled, its validity is
suspended or if the term for which it has been
issued elapses without relevant extension.
If there are serious reasons at the Service
Agreement Party which

b)

c)
d)

e)

Any of the Parties is entitled to terminate this
Agrement also without reason by a written notice
with a 30-day notice period commencing from
delivery of a termination notice to the last Party.

This Agreement may be also prematurely
terminated by written mutual agreement of the
Parties.
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5)

1)

2)

3)

4)

5)

6)

Po ukonéeni této smlouvy se poskytovatel sluzeb
zavazuje vratit zadavateli veskeré materidly a
predméty, které byly poskytovateli sluZeb ze strany
zadavatele poskytnuty v souvislosti s plnénim této
smlouvy, a to bez zbytecného odkladu po takovém
ukonéeni.

VIII.
Zavérecna ustanoveni

5)

Upon termination hereof, the Service Provider
undertakes to return all materials and items to the
Sponsor, which were provided to the Service
Provider by the Sponsor in connection with
performance of this Agreement, without any
undue delay after such termination.

VIIL.
Final Provisions

Smluvni strany se dohodly, Ze pravni vztahy a : 1) The Parties have agreed that the legal relationships

pomeéry vzniklé z této smlouvy se fidi platnymi
zakony a predpisy CR. Smluvni strany berou na
védomi a souhlasi, Ze k projednani a rozhodovani
pripadnych sporl, které nebudou prekonany
spolupraci smluvnich stran, je prislusSnym organem
mistné pfrislusny soud na tzemi CR podle sidla
poskytovatele sluzeb.

Tato smlouva je vyhotovena v ¢eském a anglickém
jazyce a v pripadé jakéhokoli sporu je pravné
zavazné Ceské znéni této smlouvy.

Pokud se nékteré ustanoveni této smlouvy stane
neplatnym nebo neddinnym, nebude tim dotcena
platnost a ucinnost zbylych ustanoveni této
smlouvy. Neplatna ¢i neldcinna ustanoveni budou v
takovém pfipadé smluvnimi stranami nahrazena
takovymi platnymi a ucinnymi ustanovenimi, ktera
budou sledovat stejny Ucel a budou mit stejny
ekonomicky dopad. V pfipadé novelizaci ¢i zmén
pravnich predpist a pravidel upravujicich klinické
hodnoceni humannich lécivych pfipravkd se
smluvni  strany  zavazuji  postupovat dle
novelizovanych ¢i zménénych znéni takovych

predpisl a pravidel poCinaje dnem jejich Ucinnosti. -

Tato smlouva je vyhotovena ve dvou stejnopisech,
kazda smluvni strana obdrzi jedno vyhotoveni.

Zmény a doplriky této smlouvy jsou mozné toliko
dohodou, a to pisemnym dodatkem ke smlouvé.

smluvni strany své podpisy.

2)

3)

4)

;5)

Na dlkaz souhlasu se znénim smlouvy pfipojuji 6)

and conditions arising out of this Agreement shall
be governed by the valid laws and regulations of
the Czech Republic. The Parties acknowledge and
agree that the body competent to discuss and
decide any disputes that will not be settled
amicably by the Parties shall be the court in the
Czech Republic having the local jurisdiction for the
registered office of the Service Provider.

This Agreement is made in Czech and English
languages and, in the event of any dispute, the
Czech language version of this Agreement shall be
legally binding.

Should any provision of this Agreement become
invalid or ineffective, this shall not affect the
validity or effectiveness of the remaining

provisions of this Agreement. In such cases, the
Parties shall replace such invalid or ineffective
provisions by valid and effective provisions that
pursue the same purpose and have the same
economic effects. In the event of any amendments
or changes to legal regulations and rules governing
clinical trials of medicinal products for human use,
the Parties undertake to proceed according to the
amended or changed versions of such regulations
and rules from the date of their effectiveness.

This Agreement is made in two counterparts, with
each Party receiving one counterpart.

Changes and amendments to this Agreement are
only possible based upon agreement to a written
amendment to this Agreement.

In witness of their consent with the wording of this
Agreement, the Parties attach their signatures.
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V Brné dne / Brno, date 'Za poskytovatele sluzeb / On behalf of Service .
Provider:

MUDr. Martin Pavlik, PhD., DESA, EDIC
feditel / Director
Fakultni nemocnice u sv. Anny v Brné

V Praze dne / Prague, date Za zadavatele / On behalf of Sponsor:

XXX XXXXXXXXXX
XXXXXXXXXXXXXXXXXXXX
Bristol-Myers Squibb International Corporation

Smlouva o poskytovani sluzeb v ramci klinického hodnoceni / Service Agreement within Clinical Trial CA209-915-0025, Fakultni nemocnice U sv. Anny v Brné 8/8





