Smlouva o poskytovani sluZeb
Uzaviena podle § 1746 odst. 2 zakona ¢.
89/2012 Sb., obCansky zakonik, ve znéni

pozdéjsich predpist

Smluvni strany:

AbbVie, s. r. 0.,

Metronom Business Center,

Bucharova 2817/13, Stodilky,

158 00 Praha 5, Ceska republika,

1C: 24148725, DIC: CZ24148725,
zastoupend MUDr. Branislavem Trutzem,
jednatelem a generalnim manazerem
(dale jen ,,Objednatel)

Masarykiiv onkologicky tstav

Zluty kopec 7, 656 53 Brno, Ceska republika
1C: 00209805, DIC: CZ00209805

Bankovni spojeni: Ceska narodni banka, , &. 0.:
87535621/0710

zastoupeny: prof. MUDr. Markem Svobodou,
Ph.D., feditelem

(dale jen ,,Poskytovatel*)

Clének 1
Pfedmét smlouvy

1.1 Pfedmétem této Smlouvy je zavazek
Poskytovatele poskytovat Objednateli
sluzby, jak je specifikovano dale v této
Smlouvé a za podminek v ni dojednanych.

1.2 Predmétem této Smlouvy je dale zavazek
Objednatele zaplatit Poskytovateli za
poskytnuté sluzby podle této Smlouvy
odménu ve vysi, zplisobem a v Case, jak je
uvedeno nize v této Smlouvé.

Clanek 2
Zavazky smluvnich stran

2.1 Poskytovatel se pro Objednatele zavazuje
provadét  zobrazovaci  vySetfeni a
souvisejici ¢innosti  uvedené v rozpisu
praci pripojeném v Priloze A (dale jen

Service Agreement
Concluded pursuant to § 1746 paragraph 2 of
Act No. 89/2012 Coll., The Civil Code,
as amended

Parties:

AbbVie s.r.o.,

Metronom Business Center,

Bucharova 2817/13, Stodilky,

158 00 Praha 5,

Czech Republic

ID: 24148725, VAT ID: CZ24148725,
represented by Branislav Trutz, MD,
General Manager and Executive
(hereinafter referred to as ,,the Client*)

and

Masarykuv onkologicky ustav

Zluty kopec 7, 656 53 Brno, Czech Republic
Business ID Number: 00209805
Tax ID Number: CZ00209805
Bank: Ceskd narodni banka,
87535621/0100

Represented by: prof. Marek Svoboda, MD., Ph.D.,
Director

(hereinafter referred to as ""the Provider')

Acc. no:

Article 1
Subject of the Agreement

1.1 The subject of this Agreement is an obligation
of the Provider to provide the Client with
services, as specified later herein and under the
terms and conditions agreed.

1.2 The subject of this Agreement is also a
commitment of the Client to pay the Provider
for the Services provided under this
Agreement in the amount, manner and time as
set forth in this Agreement.

Article 2
Obligations of the Parties

2.1 The Provider undertakes to perform for the
Client imaging activities and related activities
set forth in the statement of work attached
herein as Exhibit A (hereinafter the



2.2

2.3

2.4

,sluzby®) subjektd Studie s nazvem:
»Oteviend studie faze 1b s jednim
ramenem, hodnotici Epcoritamab u
pediatrickych pacienti
s relabujicimi/refrakternimi agresivnimi
nddory ze zralych B bunék®, provadéné
podle protokolu ¢ M20-429, a to
vsouladu sprotokolem a pravnimi
predpisy, vcetné¢ Natizeni Evropského
parlamentu a Rady (EU) o ochrané
fyzickych osob v souvislosti se
zpracovanim osobnich udajii a o volném
pohybu téchto tdaji (2016/679). Mistem,
kde budou  vySetieni  provadéna,
je Masarykav onkologicky tstav. VySetieni
budou probihat pod vedenim [N
. rimaic Oddéleni

nuklearni mediciny.

Za sluzby provedené v souladu s touto
Smlouvou, Objednatel uhradi
Poskytovateli Castky stanovené v Rozpoctu
ptripojeném k této Smlouveé a zaclenéném
do ni jako Priloha B (“Studijni
rozpocet™). Strany dale sjednavaji, Zze
castka kvyplat¢ uvedend v Priloze B

predstavuje  objektivni trzni hodnotu
poskytnutych  sluzeb. Pokud dojde
k ukoneni této Smlouvy =ze strany

Objednatele bez uvedeni divodu, zaplati
Objednatel Poskytovateli za vykonané
Sluzby a pfiméfené a nezbytné vydaje
vzniklé do data ukonceni podle rozpoctu
uvedeného v Priloze B. Poskytovatel je
srozumén stim, Ze podminky této
Smlouvy, vcetné¢ vysSe jakékoliv platby
provedené dle této Smlouvy, mohou byt
Objednatelem sdéleny a zvefejnény, jak
bude pozadovano pfislusnym zakonem ¢i
pravnim piedpisem nebo v ptipadech, kdy
to spole¢nost AbbVie bude povazovat za
vhodneé.

Poskytovatel se zavazuje poskytovat
Objednateli vySetfeni za podminek této
Smlouvy v prubéhu trvani Studie, ktera je
provadéna ve Fakultni nemocnici Brno,
pod vedenim hlavni zkousejici [N

I (dile  jen  hlavni
zkousejici®).
Poskytovatel  zajisti, aby  vSichni

pracovnici, ktefi se podileji na provadéni
sluzeb, meli potiebnou kvalifikaci a znali

,services®) of the subjects of Study entitled:
“A Single Arm, Open-Label, Phase 1b Trial of
Epcoritamab in Pediatric Patients with
Relapsed/Refractory Aggressive Mature B-
cell Neoplasms” conducted according to the
Protocol no. M20-429 with the Protocol and
any and all applicable laws, including the EU
General Data  Protection  Regulation
(2016/679) on protection of physical persons
in relation to processing of personal data and
on free movement of such data. The site where
the examination will be performed is the
Masaryk Oncological Institute. Examination
will be conducted under the direction of

I (hc Head of the

Department of Nuclear Medicine.

2.2. For services performed in accordance with the

Agreement, Client shall pay to Provider the
amounts set forth in the Budget attached
hereto and incorporated herein as Exhibit B
(hereinafter referred to as “Study Budget”).
The parties further agree that the amount for
payments set forth in Exhibit B represents the
fair market value for the services to be
rendered. In the event of termination of this
Agreement by Client without cause, Client will
pay Provider for Services performed and
reasonable and necessary expenses incurred
through the date of termination in accordance
with the budgeted amounts set forth in the
Exhibit B. Provider understands that the terms
and conditions of this Agreement, including
the amount of any payment made thereunder,
may be disclosed and made public by Client as
required by law or regulation or where Client
deems appropriate.

2.3. The Provider agrees to provide the Client with

examination as set forth herein during the
duration of the Study which is performed at the
Brno University Hospital, led by the principal
investigator | N T
(hereinafter referred to as the "principal
investigator").

2.4. The Provider shall ensure that all staff assisting

with the conduct of the Services are
appropriately qualified and apprised of the



vSechny pfislusné postupy a ustanoveni
protokolu souvisejici se sluzbami.

2.5 Poskytovatel povoli opravnénym
pracovnikiim Objednatele a jakéhokoliv
regulacniho organu, aby monitorovali
provadéni vysetfeni a vSechny zaznamy
vyzadované pravnimi piedpisy, a to béhem
bézné pracovni doby, nebo jinak dle
pozadavki zakona.

2.6 Poskytne-li  Poskytovatel  objednateli
vadnou sluzbu, musi Poskytovatel odstranit
vady poskytnuté sluzby, nebo poskytnout
novou bezvadnou sluzbu. Poskytovatel se
zavazuje odstranit vady, popt. Poskytnout
bezvadnou sluzbu nejpozdéji do tiiceti (30)
dnti ode dne, kdy Objednatel Poskytovateli
prokaze, ze mu byla poskytnuta vadna
sluzba a oznaci, vc¢éem nedostatek
poskytnutého plnéni spociva. Nebudou-li
vady odstranény do tficeti (30) dnti, ma
Objednatel pravo od smlouvy odstoupit.

2.7 Smluvni strany se dohodly, Ze Objednatel
bude objednavat vySetfeni ndsledovné:
Vysetieni indikuje hlavni zkousSejici, popf.
Lékar z tymu hlavniho zkousejiciho, a to na
zakladé¢ Zzadosti o provedeni vySetfeni
dorucené Poskytovateli. Konkrétni terminy
vySetieni budou domluveny
s Poskytovatelem, konkrétn¢ s Oddélenim
nuklearni mediciny tak, aby byly dodrzeny
terminy vysSetfeni uvedené v protokolu
Studie.

2.8 Poskytovatel se zavazuje, Ze bude vysetfeni
provadét v souladu s touto smlouvou a dle
pokynti Objednatele, které jsou definovany
v Protokolu.

2.9 Vysledky vySetteni se Poskytovatel
zavazuje predat bez zbyte¢ného odkladu po
provedeni vySetfeni, a to hlavnimu
zkousejicimu, popf. Jinému 1ékafi z tymu
hlavniho zkousejiciho, ktery dané vysetfeni
indikoval. Pfedanim vysledkd vysetieni se
povazuje zavazek Poskytovatele provést
vySetieni za splnény.

2.10 Poskytovatel prohlasuje, Ze bude udrzovat
v platnosti pojisténi pro ptipad

relevant procedures and Protocol provisions
pertaining to the Services.

2.5 The Provider shall permit authorized personnel

of the Client and any regulatory authority to
monitor the conduct of the examination, and
all records required by regulations during
normal business hours, or as otherwise
required by law.

2.6 If the Provider provides the Client with faulty

Service, then the Provider shall remedy the
defects of the Services provided, or the
Provider shall provide the Client with
complete services. The Provider agrees to
eliminate the defects of the Services, or to
provide complete Services not later than thirty
(30) days from the date when the Client proves
to the Provider that the Client was given faulty
Services and indicates what is lacking
regarding the performance of the Services. If
any fauts have not been remedied within thirty
(30) days, the Client shall have the right to
withdraw from the Agreement.

2.7 The Parties agree that the Client will order the

examination as follows: Examination will be
indicated by the principal investigator, or a
physician from the principal investigator's
team, based on the application of the
examination delivered to the Provider. Specific
terms of examination will be agreed with the
Provider, specifically with the Department of
Nuclear Medicine in order to comply with the
terms of the examination set out in the Study
protocol.

2.8 The Provider undertakes that examination will

be carried out according to this Agreement and
Client's instructions, which are defined in the
Protocol.

2.9 The Provider undertakes to pass the results of

the examination without undue delay after the
examination is carried out to the principal
investigator, or to another physician from the
principal investigator's team that indicated the
examination. By passing the examination
results, the commitment of the Provider to
perform the examination is considered to be
met.

2.10 The Provider hereby declares that Insurance

shall be maintained by Provider in accordance



odpovédnosti za Skodu zplsobenou
v souvislosti s poskytovanim zdravotnich
sluzeb dle § 45 odst. 2 pism. n) zakona ¢.
372/2011 Sb., o zdravotnich sluzbach a
podminkach jejich poskytovani, ve znéni
pozd¢jsich predpisa.

2.11V ptipad¢, ze v souvislosti s pInénim této
smlouvy vznikne jakékoli smluvni strané
Skoda, bude tato nahrazena v rozsahu a za
podminek stanovenych zdkonem ¢.
89/2012 Sb., obcansky zakonik, ve znéni
pozd¢jsich predpisa.

Clanek 3
Odména Poskytovatele

3.1 Smluvni strany se dohodly, Ze Objednatel
uhradi Poskytovateli za poskytovani sluzeb
dle této Smlouvy odménu ve vysi a za
podminek Ptilohy B této Smlouvy.

3.2 Objednatel se zavazuje hradit odménu
prabézné vzdy za vySetfeni provedena
v prislusném kalendarnim pololeti, a to na
zakladé¢ predlozené faktury. Faktura za
provedena vySetfeni bude vystavena vzdy
vmeésici nasledujicim po  ukonceni
ptislusného kalendainiho pololeti. Odména
je splatnd ve 1htté 30 dnd ode dne doruceni
faktury Objednateli (v ptipadé, kdy je
zasilana elektronicka faktura plati, Ze se za
den doruceni faktury povazuje den jejiho
odeslani e-mailem).
3.3 Smluvni strany berou na védomi a souhlasi
s tim, Ze vySe uvedena odmena predstavuje
redlnou trzni hodnotu veskerych sluzeb, ze
nebyla stanovena s ohledem na objem nebo
hodnotu jiné obchodni ¢innosti realizované
mezi Objednatelem a Poskytovatelem a Ze
nezavazuje  Poskytovatele  k nakupu,
uzivani, doporucovani nebo zajisténi
uzivani jakéhokoli vyrobku Objednatele
nebo sptiznénych osob.

Clanek 4
Doba platnosti a ukoncéeni Smlouvy

4.1 Tato Smlouva nabyva platnosti po jejim
podpisu obéma stranami a G¢innosti dnem
jejiho  uvefejnéni v registru  smluv
v souladu se zakonem ¢. 340/2015 Sb., o

with §.45 par.2 (n) of Act No. 372/2011 Coll.,
On Medical Services and the conditions under
which they are provided , and all applicable
regulations, with respect to liability while
providing medical care.

2.11 In case that any harm occurs to any contracting

party in connection with performance of this
Agreement, this party shall be indemnified in
extent and according to the Act No. 8§9/2012
Coll. The Civil Code, as amended.

Article 3
The Provider's remuneration

3.1

The Parties agree that the Client will pay the
Provider a remuneration for the provision of
services hereunder, at agreed amounts and in
terms set forh in Exhibit B hereof.

3.2 The client is obliged to pay the remuneration
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for the examinations performed in a calendar
half-year upon an invoice. The invoice shall be
issued the following month after the end of the
given calendar half-year. Payment is due
within 30 days upon receiving invoice by the
Client (in case that electronic invoice is
applicable, it is agreed, that date of delivery of
invoice shall be considered the date of its
sending by e-mail).

The Parties acknowledge and agree that the
above remuneration represents a fair market
value of any services, it has not been
established with regard to the volume or value
of any other business activity conducted
between the Client and the Provider, and it does
not bind the Provider to purchase, use,
recommendation, or ensuring of use of any
Client's or related parties' product.

Article 4
Duration and Termination of the Agreement

4.1

This Agreement will be binding upon full
execution by both parties and effective by date
of its publishing in Contracts Registry in
compliance with Act no. 340/2015 Coll., on



4.2

4.3

4.4

zvlastnich podminkach t¢innosti nékterych
smluv, uvefejiiovani téchto smluv a o
registru smluv (zdkon o registru smluv)
(,,Den ucinnosti*) a jeji platnost a G¢innost
udalosti: (i) do jednoho (1) roku ode Dne
U¢innosti, nebude-li ze strany hlavniho
zkousejiciho zafazen jakykoli subjekt na
zaklad¢ smlouvy o provedeni klinického
hodnoceni  uzaviené mezi Fakultni
nemocnici Brno a Objednatelem stran této
Studie, o ¢emz bude Objednatel informovat
Poskytovatele; nebo (ii)) v Casovém
okamziku, kdy dojde k finalnimu uzavieni
databazi v souvislosti s touto Studii ve
vSech centrech, které se podili na provadéni
této Studie, coz se predpoklada nejpozdéji
do I © konkrétnim datu

bude Objednatel informovat Poskytovatele.

Tuto Smlouvu lze zménit na zakladé
pisemného dodatku podepsaného vsSemi
smluvnimi stranami.

Pokud nékterda smluvni strana porusi
jakékoli ustanoveni této Smlouvy a
nenapravi takové poruseni (pokud je mozné
jej napravit) do triceti (30) dnt po obdrzeni
pisemného upozornéni druhé smluvni
strany na takové poruseni, miZze tato druha
smluvni strana ukonéit tuto Smlouvu
pisemnou vypovédi s vypoveédni lhdtou
v trvani deseti (10) kalendaifnich dnt.

Smluvni strany se dohodly, Ze tato smlouva
mize byt rovnéz ukonCena ze strany
Poskytovatele v ptipadé, ze pro provozni
komplikace nebude nadale mozné
poskytovat sluzby dle této smlouvy.
V takovém pfipadé se tato smlouva
povazuje za ukonCenou dnem doruceni
pisemné vypovedi Objednateli.

Clanek 5
Obecna ustanoveni

5.1

Poskytovatel vyuzije pouze ty Duavérné
informace Objednatele (,,Daveérné
informace®), které jsou nezbytné za ti¢elem
provedeni vySetfeni a nebude jakkoli jinak
vyuzivat ¢i  zpfistupnovat  Davérné
informace Objednatele bez ptedchoziho

4.2

4.3

4.4

specific conditions of effectivity of certain
agreements, publishing of such agreement and
contracts registry (Act on Contracts Registry)
(,,Effective Date*) and shall terminate on the
earlier of: (i) one (1) year from the Effective
Date, if there is no subject enrollment Principal
Investigator under the Clinical study
agreement between Client and Fakultni
nemocnice Brno regarding the Study; or (ii) at
such time as the occurrence of final data lock
for the Study at all sites participating in the
Study, whereas the Client acknowledges to
notify the Provider; or (ii) in time period, in
which the final database lock related to this
Study is being made in all sites participating on
performance of this Study, which is anticipated
till . v hcrcas the Client
represents to notify the Provider on concrete
date.

This Agreement may be amended by written
agreement signed by all parties.

If either party breaches any provision of this
Agreement and fails to cure such breach (if
curable) within thirty (30) calendar days after
receipt of written notice from the other party of
such breach, the other party may terminate this
Agreement. By written notice with a period of
a ten (10) calendar days.

The parties agree that this Agreement may also
be terminated by the Provider in the event that,
due to Operational Issues, it is no longer
possible to provide the services under this
Agreement. In this case, the Agreement shall
be terminated upon notice to the Client.

Article 5
General Provisions

5.1

Provider will only use Client’s Confidential
Information (,,Confidential Information®) as
necessary to provide examination and will not
otherwise use or disclose Client’s Confidential
Information without prior written approval of
Client. Confidential Information is information



pisemného svoleni Objednatele. Divérné
informace jsou informace oznacené jako
divérné v okamziku jejich zpfistupnéni
nebo informace, které racionalné uvazujici
osoba bude povazovat za divérné, zejména
informace majetkové povahy.

5.2 Veskera data, zpravy, materidly, vysledky
prace, informace, inovace, zlepSovaci
navthy ¢i vynalezy (bez ohledu na
skute¢nost, zda jsou patentovatelné¢ ¢i
zpusobilé ochrany pravy duSevniho
vlastnictvi) vzniknuvsi, uvedené do praxe,
dosazené¢ ¢i vyvimuté Poskytovatelem

v disledku vyuziti Dtvérnych
informaci budou v rozsahu, ve kterém to
umoziuji pravni predpisy vyluénym

vlastnictvim Objednatele a budou mu bez
zbytecného odkladu zptistupnény a prava
k nim postoupena.
5.3 Poskytovatel nebude prezentovat ¢i
publikovat, ¢i neptedlozi ke zvefejnéni
jakékoli dilo rezultujici z vySetfeni bez
ptedchoziho pisemného svoleni
Objednatele.

5.4 Poskytovatel timto prohlasuje a zarucuje, ze
nevyuzil, ani nevyuZzije pfimo ¢i neptimo
jakoukoli osobu za tucelem provedeni
vySetfeni za podminek této Smlouvy,
v piipad€, kdy si byl védom, Ze takova
osoba byla, v soucasnosti je ¢i na zakladé¢
nejlepsiho  védomi  Poskytovatel je
pfedmétem fizeni, jez muze vést
k vylouc¢eni moznosti provadét vymezené
¢innosti. Vylouceni moZnosti provadét
vymezené Cinnosti bude vykladano jako,
vylou¢eni moznosti provadet, ulozeni
zakazu provadét, pozastaveni moznosti
provadét ¢i jakékoli jiné obdobné omezeni
¢i nemoznost se podilet na mistnich ¢i U.S.
federalni programech zdravotni péce ¢i na

federalnich programech zadavani
vetejnych zakazek nebo  jinych
programech, uvedena na  seznamu

vyloucenych a omezenych osob FDA pro
klinické vyzkumné pracovniky nebo dle
pfislusnych pravnich piedpisii, jez mohou
vést k tomu, Ze takové osobé je ulozen
zakaz, omezeni Cinnosti ¢i bude jakkoli
rozhodnuto o nemoZnosti provadéni
predmétné ¢innosti.
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marked confidential when disclosed or
information that reasonable person would
understand to be confidential, including but not
limited proprietary.

All data, reports, material, work product,
information, innovations, inventions or
discoveries (whether or not patentable or
copyrightable) conceived, reduced to practice,
made or developed by Provider in direct
relation to use of Confidential information will
be within permissible scope stipulated by
applicable legal regulations sole ownership of
the Client and shall be promptly disclosed to
Client and rights to it hereby assigned to
Client,.

5.3 Provider will not present or publish, or submit

for publication, any work resulting from the
examination without Client’s prior written
approval.

5.4 Provider represents and warrants that it has not

and will not engage directly or indirectly any
person to perform examination under this
Agreement, should it is aware of such
information, if that person has ever been, is
currently or to the best of Provider’s
knowledge is the subject of a proceeding that
could lead to that person becoming debarred.
Debarred means  excluded, debarred,
suspended, or otherwise ineligible to
participate in local or U.S. Federal health care
programs, or in local or U.S. Federal
procurement or non-procurement programs,
listed on the FDA’s Disqualified and Restricted
Lists for clinical investigators or applicable
local laws that could lead to being excluded,
debarred, suspended or otherwise declared
ineligible.



5.5 Pravni vztahy vznikajici z této smlouvy,
jakoz 1 pravni vztahy se smlouvou
souvisejici, vCetn¢ otazek platnosti a
nasledkti neplatnosti se fidi ceskym
pravem. Jakékoli spory vyplyvajici nebo
souvisejici s touto smlouvou budou
rozhodovany vyhradné pfislusnymi soudy
Ceské republiky. Smluvni strany se v
souladu s § 89a zakona ¢. 99/1963 Sb.,
obcansky soudni fad, ve znéni pozdgjsich
ptedpist, dohodly, Ze mistné ptislusSnym je
ptislusny obecny soud Poskytovatele.

5.6 Tato smlouva je vyhotovena ve dvou

jazykovych verzich. V piipadé jakéhokoli

rozporu mezi Cceskou a anglickou

jazykovou verzi smlouvy se upiednostni a

pouzije ¢eskd verze smlouvy.

5.7 Tato smlouva je vyhotovena ve tfech

stejnopisech, pficemz Objednatel obdrzi

dva a Poskytovatel jeden stejnopis.

5.5 Legal relations arising from this Agreement, as

5.6

5.7

well as legal relations related to the Agreement,
including the issues of wvalidity and
consequences of invalidity are governed by
Czech law. Any disputes arising under or
relating to this Agreement shall be resolved
exclusively by the relevant courts of the Czech
Republic. Parties agreed, according to par. 89a
of the Civil Procedure Code, Act no. 99/1963
Coll. That the relevant court according to the
location shall bet he Provider’s general
jurisdiction court.

This Agreement is executed in two languages.
In the event of any conflict between Czech and
English language versions of the Agreement,
the Czech version of the Agreement shall
prevail.

This Agreement is executed in three
counterparts, the Client will receive two and
the Provider will receive one copy.



Na dikaz své pravé a svobodné vile byt
ustanovenimi této Smlouvy vazéani k ni osoby
jednajici za smluvni strany pfipojuji své
podpisy.

POSKYTOVATEL:

Jméno: prof. MUDr. Marek Svoboda, Ph.D.,
feditel

Podpis:

Datum: 2. 12. 2022

OBJEDNATEL:

Jméno: Mgr. Jan Balzer, Country Clinical

Operations Manager, na zakladé plné moci

Podpis:

Datum: 11.11.2022

To prove their right and free will to be bound by the
provisions of this Agreement, the persons acting for
the Parties affix their signatures.

PROVIDER:

Name: prof. Marek Svoboda, MD, Ph.D., Director

Signature:

Date: 2.12.2022

CLIENT:

Name: Mgr. Jan Balzer, Country Clinical

Operations Manager, upon power of attorney

Signature:

Date: 11. 11. 2022
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halouzka
Text napsaný psacím strojem
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halouzka
Text napsaný psacím strojem
11. 11. 2022



















