Smlouva o poskytovani sluzeb
Uzaviena podle § 1746 odst. 2 zakona ¢. 89/2012
Sb., obéansky zakonik, ve znéni pozdéjsich
predpist

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

Smluvni strany:

Kooperativni lymfomova skupina, z. s.
se sidlem U Nemocnice 499/2, 128 00
Praha — Nové Mésto

IC: 26624664

DIC: CZ26624664

Zastoupena: prof. MUDr. Marek Trnény,
CSc., ptedseda spolku

(dale jen ,,Objednatel)

Masarykiv onkologicky ustav

se sidlem: Zluty kopec 7, 656 53 Brno
zastoupeny: prof. MUDr. Marek Svoboda, Ph.D.,
feditel

IC: 00209805

DIC: CZ00209805

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

(dale jen ,,Poskytovatel*)

Clanek 1
Predmét smlouvy

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

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

Clanek 2
Zavazky smluvnich stran

2.1 Poskytovatel se pro Objednatele zavazuje
provadét full-dose PET/CT vySetfeni (dale jen
subjektd  Studie

,vysetfeni®) u S nazvem:

Parties:

Kooperativni lymfomova skupina, z.s.
Registered office: U Nemocnice 499/2, 128 00
Praha — Nové Mésto

Business ID Number: 26624664

Tax ID Number: CZ 26624664

Represented by prof. MUDr. Marek Trnény,
CSc., Head of association

(hereinafter referred to as ,,the Client®)

and

Masarykiiv onkologicky tstav

Registered office: Zluty kopec 7, 656 53 Brno
Represented by: prof. Marek Svoboda, MD.,
Ph.D., Director

Business ID Number: 00209805
Tax ID Number: CZ00209805
Bank: Ceskd narodni banka,
87535621/0710

(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 full-dose PET/CT (hereinafter the
»~examination®) of the subjects of Study entitled:
CARMAN: Early treatment intensification in



CARMAN: Casnd intenzifikace 1é¢by u pacientii
s vysoce rizikovym lymfomem z plastovych
bunék pomoci 1écby CAR-T buiikami po

zkracené indukéni lé¢bé  rituximabem a
ibrutinibem a 6mésicni wudriovaci léc¢bé
ibrutinibem (rameno A) ve srovndni se

standardni indukéni a udriovaci lé¢bou (rameno
B) provadéné podle protokolu s Eudra CT No:
2022-502405-15-01, a to v souladu
s protokolem a pravnimi ptedpisy. Mistem, kde
budou vySetfeni provadéna, je Masarykdv
onkologicky ustav. VySetfeni budou probihat pod

vedenim XXX, primaie Oddéleni nuklearni
mediciny (dale jen ,,primai*).
2.2 Poskytovatel se zavazuje poskytovat

Objednateli vysetfeni dle pfedchoziho odstavce
v pribéhu trvani Studie, ktera je provadéna ve
Fakultni nemocnici Brno, pod vedenim hlavni
zkousejici XXX (dale jen ,,hlavni zkousejici®).

2.3 Poskytovatel zajisti, aby vSichni pracovnici,
kteti se budou podilet, pod vedenim primafte,
na provadéni sluzeb, méeli potiebnou
kvalifikaci a znali vSechny prislusné postupy

a ustanoveni protokolu souvisejici se
sluzbami.
2.4 Poskytovatel povoli opravnénym

pracovnikim Objednatele a jakéhokoliv
regulacniho  orgdnu, aby monitorovali
provadéni vysetfeni a vSechny zaznamy
vyzadované pravnimi ptedpisy, a to béhem
bézné pracovni doby, nebo jinak dle
pozadavkil zakona.

2.5 Poskytne-li Poskytovatel Objednateli vadnou
sluzbu, musi Poskytovatel odstranit vady

poskytnuté sluzby nebo poskytnout novou
bezvadnou sluzbu. Poskytovatel se zavazuje
odstranit vady, popf. poskytnout bezvadnou
sluzbu nejpozdéji do tficeti (30) dnii ode dne,
kdy Objednatel Poskytovateli prokaze, ze mu
byla poskytnuta vadna sluzba a oznaci, v ¢em
nedostatek poskytnutého plnéni spociva.
Nebudou-li vady odstranény do tficeti (30)
dnt, ma Objednatel pravo za vadné plnéni
nezaplatit, pfipadn¢ od smlouvy odstoupit.

patients with high risk Mantle Cell Lymphoma
using CAR-T-cell treatment after an
abbreviated induction therapy with Rituximab
and Ibrutinib and 6 months Ibrutinib
maintenance (Arm A) as compared to standard
of care induction and maintenance (Arm B)
conducted according to the protocol with Eudra
CT No: 2022-502405-15-01 with the Protocol
and any all applicable laws. The site where the
examination will be performed is the Masaryk
Oncological Institute. Examination will be
conducted under the direction of XXX, the Head
of the Department of Nuclear Medicine.
("hereafter referred to as the Head")

2.2. The Provider agrees to provide the Client
with examination according to the preceding
paragraph during the duration of the Study
which is performed at the Brno University
Hospital, led by the principal investigator
XXX (hereinafter referred to as the
"principal investigator").

2.3. The Provider shall ensure that all staff, under
the direction of the Head, will assist with the
conduct of the Services are appropriately
qualified and apprised of the relevant

procedures and  Protocol  provisions
pertaining to the Services.
2.4 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.

2.5 Ifthe 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 not to pay, or to withdraw from the
Agreement.



2.6 Smluvni strany se dohodly, ze Objednatel

bude objednavat vySetieni nasledovné:
Vyseteni indikuje hlavni zkousSejici, popf.
lékat z tymu hlavniho zkousejiciho, a to na
zakladé 7zadosti o provedeni vySetieni
dorucené Poskytovateli. Konkrétni terminy
vySetieni budou domluveny
s Poskytovatelem, konkrétné¢ s Oddélenim
nuklearni mediciny tak, aby byly dodrzeny
terminy vySetfeni uvedené v protokolu
Studie.

2.7 Poskytovatel se zavazuje, ze bude vySetieni

provadét v souladu s touto smlouvou a dle
pokynii Objednatele, které jsou definovany
v Protokolu.

2.8 Vysledky vySetieni se Poskytovatel zavazuje

predat bez zbyte¢ného odkladu po provedeni
vySetfeni, a to hlavnimu zkousSejicimu, popf.
jinému 1ékati z tymu hlavniho zkousejiciho,
ktery dané vySetfeni indikoval. Predanim
vysledkdi vySetfeni, pokud se Objednatel
nevyjadii k vysetfeni ve 1htit¢ 7 dnti ode dne
predani vysledkd jako k vadnému v rozsahu
odstavce 2.5, povazuje se zavazek
Poskytovatele provést vySetieni za splnény.

2.9 Poskytovatel prohlasuje, ze bude udrzovat

v platnosti pojisténi pro pripad 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 predpist, s
ohledem na odpovédnost pii poskytovani
1ékatské péce.

2.10V ptipadé, ze v souvislosti s plnénim této

smlouvy vznikne jakékoli smluvni strané
Skoda, bude tato nahrazena v rozsahu a za
podminek stanovenych zakonem ¢&. 89/2012
Sb., obéansky zakonik, ve znéni pozdéjsich
predpist.

2.6 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.

2.7 The Provider undertakes that examination will

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

2.8 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, if the client does not comment within
7 days from the date of transmission of the
results as faulty to the extent referred to in
paragraph 2.5 the commitment of the
Provider to perform the examination is
considered to be met.

2.9 The Provider hereby declares that Insurance

shall be maintained by Provider in
accordance 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.

2.10In 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. 89/2012 Coll. The Civil Code,
as amended.

Article 3
The Provider's remuneration

Clanek 3
Odména Poskytovatele



3.1

32

33

Smluvni strany se dohodly, ze Objednatel
uhradi Poskytovateli za poskytovani sluzeb
dle této Smlouvy odmeénu, a to ve vysi XXX /
jedno vySetfeni.

Objednatel se zavazuje hradit odménu spolu
sDPH ve vysi dle pravnich ptedpisi
ucinnych ke dni uskute¢néni zdanitelného
plnéni pribézné vzdy za vysetieni provedena
v prislusném kalendainim ctvrtleti, a to na
zaklad¢ predlozené¢ faktury s vycislenym
poCtem vySetfeni a sdatem provedeni
jednotlivych vysetieni. Faktura za provedena
vySetfeni bude vystavena vzdy v mésici
nasledujicim po ukonceni pfislusného
kalendainiho ctvrtleti a zasldéna na e-
mailovou adresu XXX .Odména je splatna ve
lhit¢ 30 dni ode dne doruceni faktury
Objednateli.

Smluvni strany berou na védomi a souhlasi
s tim, Ze vySe uvedena odména piedstavuje
realnou 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,
doporu¢ovani  nebo  zajiSténi  uzivani
jakéhokoli vyrobku Objednatele nebo
sptiznénych osob.

Clanek 4
Doba platnosti a ukoncéeni Smlouvy

4.1

4.2

43

Tato Smlouva nabyva platnosti a G¢innosti
dnem uzavieni. Tato smlouva se uzavira na
dobu uréitou do 31. 12. 2029.

zakladé
vSemi

Tuto Smlouvu lze zménit na
pisemného dodatku podepsaného
smluvnimi stranami.

Pokud néktera smluvni strana porusi jakékoli
ustanoveni této Smlouvy a nenapravi takové
poruseni (pokud je mozné jej napravit) do
tiiceti (30) dnd po obdrzeni pisemného
upozornéni druhé smluvni strany na takové
poruseni, mize tato druha smluvni strana
ukonéit tuto Smlouvu pisemnou vypovédi
s vypovédni lhatou v trvani triceti (30)
kalendatrnich dnti.

3.1

32

33

The Parties agree that the Client will pay the
Provider a remuneration for the provision of
services hereunder, in the amount of XXX /
per examination..

The client is obliged to pay the remuneration
including VAT for the examinations
performed in a calendar quarter upon an
invoice with the number of examinations
quantified with the date of execution for each
examination. The invoice shall be issued the
following month after the end of the given
calendar quarter and will be sent to the e-mail
address XXX. Payment is due within 30 days
upon receiving invoice by the Client.

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

4.2

43

This Agreement shall come into force upon
the date of its execution. This Agreement
shall remain in force for a definite period of
time to 31.12.2029.

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 thirty (30) calendar days.



4.4

Smluvni strany se dohodly, Ze tato smlouva
mize byt rovnéz ukonena ze strany
Poskytovatele v pripad¢, ze pro provozni
komplikace nebude nadale mozné poskytovat
sluzby dle této smlouvy. V takovém ptipadé
se tato smlouva povazuje za ukonc¢enou dnem
doruceni pisemné vypovédi Objednateli.

Clanek 5
Obecna ustanoveni

5.1

5.2

53

Prédvni vztahy vznikajici z této smlouvy,
jakoz 1 pravni vztahy se smlouvou
souvisejici, vcetné¢ otazek platnosti a
nasledkl neplatnosti se fidi ¢eskym pravem.
Jakékoli spory vyplyvajici nebo souvisejici s
touto smlouvou budou rozhodovany
vyhradné  piislusnymi  soudy  Ceské
republiky. Smluvni strany se v souladu s §
89a zakona ¢. 99/1963 Sb., obéansky soudni
fad, ve znéni pozdejsich predpist, dohodly,
Ze mistné pfislusnym je piislusSny obecny
soud Poskytovatele.

V souvislosti s plnénim Smlouvy dochazi ke
zpracovani osobnich udaji  smluvnimi
stranami. Smluvni strany se zavazuji
naklddat s osobnimi udaji v souladu s
nafizenim EP a Rady (EU) 2016/679 o
ochran¢ fyzickych osob v souvislosti se
zpracovanim osobnich Udaji o a volném
pohybu téchto tdaji a o zruseni smérnice
95/46/ES (dale jen ,,GDPR®) a v souladu se
zakonem ¢. 110/2019 Sb., o zpracovani
osobnich udajii, ve =znéni pozdéjsich
pfedpist. Smluvni strany jsou pfitom
povinny dbat, aby subjekt hodnoceni neutrpél
ujmu na svych pravech, zejména na pravu na
zachovani lidské distojnosti, a také dbat na
ochranu pfed neopravnénym zasahovanim do
jeho soukromého a osobniho Zivota.

Strany se zavazuji pfijmout technicka a
organizacni opatfeni k ochrané osobnich
udajii, zejména:

e osobni udaje budou ptedavany pouze
v pseudonymizované  podobé  pod
bezvyznamovym kodem, pii¢emz kli¢
umoziujici propojeni dat s konkrétni
fyzickou osobou bude mit k dispozici
pouze opravnéna osoba poskytovatele;

e stanovi pravidla pro pfistup k osobnim
udajim v souladu s principem ,,potiebuji
veédet, tj. pristup pouze povefenym
osobam, které ptistup k osobnim udajim

4.4

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, this Agreement
shall be deemed terminated on the date of
delivery of the written notice to the Client.

Article 5
General Provisions

5.1

5.2

53

Legal relations arising from this Agreement,
as well as legal relations related to the
Agreement, including the issues of validity
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.

Personal data is being processed under this
Agreement. Parties are obliged to handle
personal data according to Regulation (EU)
2016/679 of the European parliament on the
protection of natural persons with regard to
the processing of personal data and on the
free movement of such data, and repealing
Directive 95/46/ES (General Data Protection
Regulation) (hereinafter ,,GDPR“) and Act
No. 110/2019 Coll., on Processing of
Personal Data, as amended. The Parties are
obliged to ensure that Study Subject does not
suffer damage on his/her rights, mainly right
on human dignity, and to protect them against
unlawful interventions to their private and
personal life.

Parties shall make technical and
organisational measures to protect personla
data, notably:

e Personal data will be provided only in
pseudonymised form under code while
key which enables to link data to certain
natural person will be kept only by
authorised person of the Provider;

e set rules for access to personal data
according to “need to know” principle, e.
g. access only to authorized persons and
when it is necessary for performance of



54

5.5

5.6

nezbytné potiebuji za ¢elem plnéni této
smlouvy;

e zabezpeCi pfistup do informacéniho
systému obsahujiciho osobni udaje
heslem;

e osobni udaje ve fyzické podobé budou
zabezpeceny v uzamcenych mistnostech;

e bez predchoziho pokynu spravce
nebudou vytvareny kopie osobnich
udaji, s vyjimkou zaloznich kopii
nutnych pro zabezpeceni dat ¢i plnéni
pozadavkil vyplyvajicich z prévnich
predpisty;

e Dbude zajiSténa integrita osobnich udaja
tak, aby nedochazelo k neopravnénym
zméndm a aby osobni udaje mohly byt
oddéleny od jinych informaci (%j.
schopnost systémil zajistit v pripadé
zadosti napf. vymaz nebo omezeni
zpracovani n¢kterych osobnich udaji);

e pfenos osobnich udaji v listinné ¢i
elektronické podobé na dalku bude
zajistén zpisobem vylucujicim piistup
neopravnénych osob (napt. dopis do
vlastnich rukou, Sifrovani).

Objednatel bere na védomi, ze predani
osobnich udajt do tfeti zem¢ je mozné pfi
splnéni podminek uvedenych v ¢l. 44 az 49
GDPR.

Tato smlouva je vyhotovena ve dvou
jazykovych verzich. V prtipadé jakéhokoli
rozporu mezi ¢eskou a anglickou jazykovou
verzi smlouvy se upfednostni a pouzije ¢eska
verze smlouvy.

Tato smlouva je vyhotovena ve tiech
stejnopisech, pti¢emz Objednatel obdrzi dva
a Poskytovatel jeden stejnopis.

5.4

5.5

5.6

this Agreement;

e secure access to information systems that
contain personal data by password,

e keep personal data in locked rooms;
copies of personal data must not be made
without prior order of controller except
for back-up copies which are necessary
for data security or fulfilling
requirements arising from legal acts;

e the integrity of personal data will be
ensured in way that unauthorised
changes can’t be made and that personal
data can be separated from other
information (e.g.systems for personal
data storage must be able to ensure
deletion or restriction of some personal
data in case of such request);

e transfer of personal data in written or
electronic form will be ensured by secure
means to ensure no unauthorized access
to personal data (for example post
delivery to hand, encyption).

The Client is aware that transfer of personal
data to third countries can be made under
conditions set in art. 44 to 49 GDPR.

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 original
contract.

Na diikaz své pravé a svobodné viile byt To prove their right and free will to be bound
ustanovenimi této Smlouvy vazani k ni osoby by the provisions of this Agreement, the



jednajici za smluvni strany pFipojuji své persons acting for the Parties affix their
podpisy. signature.
POSKYTOVATEL: PROVIDER:

Jméno: prof. MUDr. Marek Svoboda, Ph.D., Name:  prof. Marek Svoboda, MD, Ph.D.,,

feditel Director
Podpis: Signature:
Datum: 6. 3.2024
Date: 6.3.2024
OBJEDNATEL:
CLIENT:

Jméno: prof. MUDr. Marek Trnény, CSc.
Name: prof. MUDr. Marek Trnény, CSc.

Podpis:

Signature:

Datum:  29.2.2024 Date: 29.2.2024



