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1. INTRODUCTION

1. UVOD

This agreement (this “Agreement”) is between
Covance Inc. (hereafter known as “Covance”) a
company located at 206 Carnegie Center,
Princeton, New Jersey 08540, USA, Tax No.:
223265977, F.Hoffmann—-La Roche Ltd.,
Grenzacherstrasse 124, CH-4070 Basel,
Switzerland, (“Sponsor”), and Vseobecna fakultni
nemocnice v Praze (“Radiology Center”), whose
principal place of business is U Nemocnice 499/2,
128 08  Praha 2, Czech Republic, ID No:
000 641 65, represented by Mgr. Dana Juraskova,
Ph.D., MBA, director.

Tato smlouva (dale jen ,,smlouva®) je uzaviena
mezi spolecnosti Covance Inc. (dale jen
»Covance®) se sidlem 206 Carnegie Center,
Princeton, New Jersey 08540, USA, IC:
22 3265977, spolecnosti F. Hoffmann—La Roche
Ltd., Grenzacherstrasse 124, CH-4070 Basel,
Svycarsko, (,,zadavatel), a Vieobecnou fakultni
nemocnici v Praze (,radiologické centrum®) se
sidlem U Nemocnice 499/2, 128 08 Praha 2, Ceska
republika, IC: 000641 65,  zastoupenou
Mgr. Danou Juraskovou, Ph.D., MBA, feditelkou.

G0O39942 “A  PHASE 1III, MULTICENTER,
RANDOMIZED, DOUBLE-BLIND, PLACEBO-
CONTROLLED TRIAL COMPARING THE
EFFICACY AND SAFETY OF POLATUZUMAB
VEDOTIN IN COMBINATION WITH
RITUXIMAB AND CHP (R-CHP) VERSUS

G039942 ,MULTICENTRICKE,
RANDOMIZOVANE, DVOJITE ZASLEPENE,
PLACEBEM KONTROLOVANE KLINICKE
HODNOCENI FAZE III POROVNAVAIJICI
UCINNOST A BEZPECNOST
POLATUZUMAB VEDOTINU V KOMBINACI

RITUXIMAB AND CHOP (R-CHOP) IN |SRITUXIMABEM A CHP (R-CHP) A

PREVIOUSLY UNTREATED PATIENTS WITH | RITUXIMABU A CHOP (R-CHOP)

DIFFUSE LARGE B-CELL LYMPHOMA” | UDOPOSUD NELECENYCH PACIENTU

(“Study™). S DIFUZNIM VELKOBUNECNYM
B-LYMFOMEM* (,,studie®).

Covance, a contract research organization, has been | Spole¢nost =~ Covance,  smluvni  vyzkumna

duly authorized by the Sponsor to carry out certain
obligations of the Sponsor in the conduct of the
Study, consistent with the terms of this Agreement.

organizace, byla v souladu s podminkami této
smlouvy fadné povéfena zadavatelem k vykonu
nckterych povinnosti zadavatele pii provadéni
studie.

The Radiology Center represents that it has the
experience, capabilities, and resources to conduct
the Study in a professional and competent manner.
If Radiology Center is not available or becomes
unavailable to perform the Study, the Radiology
Center will notify Covance promptly, and Covance
may terminate this Agreement immediately.

Radiologické centrum prohlasuje, ze ma zkuSenosti,
moznosti a zdroje k provedeni studie profesionalnim
a kompetentnim zptsobem. Jestlize radiologické
centrum neni nebo nebude k provedeni studie
k dispozici, bude otom urychlené¢ informovat
spole¢nost Covance a spolecnost Covance bude
moci tuto smlouvu okamzité ukoncit.

The Radiology Center will perform services under

Radiologické centrum bude provadét sluzby dle této
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this Agreementfor and under the supervision of
XXX (“Investigator”), the principal investigator at
Interni hematologicka klinika, Fakultni nemocnice
Kralovské Vinohrady Srobarova 1150/50, 100 34
Praha 10, Czech Republic (“Study Site”).

smlouvy pro a pod dohledem XXX (,,zkousejici),
hlavni zkousejici na adrese Interni hematologicka
klinika, Fakultni nemocnice Kralovské Vinohrady,
Srobérova 1150/50, 100 34 Praha 10, Ceska
republika (,,pracoviste studie®).

2. RADIOLOGY CENTER COMMITMENTS

2. ZAVAZKY RADIOLOGICKEHO CENTRA

2.1 The Radiology Center agrees to perform the
following services for the Study: PET-CT. The
services will be ensured by employee of Radiology
Center: XXX, Ustav nuklearni mendiciny VFN v
Praze a 1. LF UK (“Expert”). Such services shall be
performed in compliance with ICH guidelines on
Good Clinical Practice, including the EC-GCP Note
for Guidance (where applicable), and all applicable
laws and regulations, including but not limited to
those related to human research and data protection
(e.g., data collection, security, processing and
transfer).

2.1 Radiologické centrum souhlasi, ze bude pro
studii poskytovat nasledujici sluzby: PET-CT.
Sluzby pritom bude =zajistovat zaméstnanec
radiologického centra: XXX, Ustav nuklearni
mediciny VFN v Praze a 1. LF UK (,,odbornik*).
Tyto sluzby budou poskytovany v souladu se
smérnicemi ~ Mezinarodni ~ konference  pro
harmonizaci o spravné klinické praxi (ICH-GCP),
véetné¢ pokynti Evropské komise ke spravné
klinické praxi (EC-GCP) (jsou-li relevantni), a
vSsemi piislusSnymi zakony a pfedpisy, zejména
zakony a predpisy upravujicimi vyzkum na lidskych
subjektech a ochranu daji (napi. shromazd’ovani
udaju, jejich zabezpeceni, zpracovani a prevod).

2.2 The Study is part of a multicentre study
being conducted under protocol XXX (the
“Protocol”). The Study will be conducted in

accordance with the Protocol, any subsequent
amendments thereto approved by the Sponsor, and
the terms of this Agreement. In the event of a
conflict between the Protocol and this Agreement,
the Protocol takes precedents on matters of
medicine, science, and the conduct of the Study.

2.2 Studie je soucasti multicentrické studie,
ktera je provadéna podle protokolu XXX (dale jen
,protokol). Studie bude provadéna v souladu
s protokolem, vSemi jeho naslednymi dodatky
schvalenymi zadavatelem a podminkami této
smlouvy. V pfipadé rozporu mezi protokolem a
touto smlouvou ma ve vécech mediciny, védy a
provadéni studie piednost protokol. Podminky této
smlouvy maji prednost pii vSech ostatnich

The terms of this Agreement shall take precedence | rozporech.
in all other conflicts.
2.3 A sufficient number of patients will be | 2.3 Screening podstoupi a bude randomizovan

screened and randomised to provide XXX evaluable
cases. An evaluable case is defined as a patient who
is eligible for participation in the Study according to
the inclusion and exclusion criteria specified by the
Protocol and who completes the full course of
therapy and the required number of visits according
to the Protocol. This definition includes patients
withdrawn due to lack of efficacy or withdrawn due
to the development of adverse events, who are
subsequently followed up as requested in the
Protocol. A screening failure is defined as subject
who (i) completes the informed consent process as
outlined in the Protocol and (ii) does not randomize.

dostateCny pocet pacientll tak, aby bylo zajisténo
poctu XXX hodnotitelnych ptipadi. Hodnotitelny
ptipad je definovan jako pacient, ktery se kvalifikuje
pro ucast ve studii v souladu s kritérii pro zafazeni a
vyfazeni uvedenymi v protokolu a ktery dokonci
celou lécbu a dostavi se na pozadovany pocet
nav§tév v souladu s protokolem. Tato definice
zahrmuje pacienty, ktefi studii pfedCasné ukoncili
kvtili nedostatecné Gcinnosti nebo z ditvodu vyskytu
nezadoucich piihod, ktefi jsou nasledné sledovani
podle poZzadavki protokolu. Netspésny screening je
definovan jako subjekt, ktery (i) dokonci proces
informovaného  souhlasu, jak je stanoveno
protokolem a (ii) neni randomizovan.
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24 All patients will be randomised before | 2.4 Vsichni pacienti musi byt randomizovani
XXX. pred XXX.

2.5 Covance is entitled to request a completed | 2.5 Spolec¢nost Covance je opravnéna zadat po
and signed financial disclosure formfrom | odpovédném zaméstnanci radiologického centra

responsible employee of Radiology Center, which
discloses any applicable interests held by the Expert,
and Expert’s spouse or dependent children. Covance
is responsible for delivery of relevant form.
Covance may terminate this Agreement if it does
not receive the completed forms. Radiology Center
takes into note that all such forms must be promptly
updated as needed to maintain their accuracy and
completeness during the Study and for one (1) year
after its completion. The parties acknowledge that
the completed financial disclosure forms may be
subject to review by governmental or regulatory
agencies, the Sponsor, Covance, and their agents,

vyplnény a podepsany formulaf financnich vykaz
pro zvefejnéni piipadnych podilt, které vlastni
odbornik, jeho partner ¢i partnerka nebo zavislé
déti. Za dodéni prislusného formuléfe zodpovida
Covance. Jestlize spolecnost Covance neobdrzi
vyplnéné formulare, mtze tuto smlouvu ukondit.
Radiologické centrum bere na védomi, ze vSechny
tyto formulafe je tfeba okamzité aktualizovat podle
potieby, aby se udrZovala jejich pfesnost a Uplnost
v prub¢hu studie a jeden (1) rok po jejim dokonceni.
Strany berou na védomi, Ze vyplnéné formulate
finan¢nich vykazi mohou podléhat kontrole
vladnich nebo regula¢nich organl, zadavatele,
spole¢nosti Covance a jejich zastupct.

2.6 Scans together with Scan Reports will be
provided to MUDr. Heidi Mocikova within five (5)
business days of each patient visit or data generating
event. Any requests by Covance for verification,
clarification or correction of furnished data must be
provided within five (5) business days of receipt of
such request. Sponsor and/or Covance reserve(s)
the right to terminate this Agrement in case of
significant or repeated failure to perform the tasks
set forth in this section 2.6. Radiology Center is
committed to maintain adequate records with
respect to patient identification and clinical
observations. If any source data are kept on
computer files only, print-outs of all patients’ data
relevant for the Study will be made available for the
purpose of source data verification.

2.6 Skeny spolecné s popisy skentt musi byt
poskytnuty MUDr. Heidi Mocikové do péti (5)
pracovnich dnli po kazdé navstévé pacienta nebo
zaznamenavané udalosti. VSechny pozadavky
spolecnosti Covance ohledné ovéteni, objasnéni
nebo opravy predlozenych dat je nutné dodat do péti
(5) pracovnich dni od obdrzeni této zadosti.
Zadavatel a/nebo spolecnost Covance si vyhrazuji
pravo ukonéit tuto smlouvu v piipadé podstatného
nebo opakovaného neplnéni tukold stanovenych
v této Casti 2.6. Radiologické centrum se zavazuje
vést piiméfené zaznamy o identifikaci pacienti a
klinickych  pozorovanich,. Pokud se nékteré
zdrojové udaje vedou pouze v pocitacovych
souborech, budou za ucelem ovéfeni zdrojovych
udaji k dispozici vytisténé sestavy dat vSech
pacienti relevantnich pro studii.

3. BUDGET AGREEMENT

3. DOHODA O ROZPOCTU

3.1 The Radiology Center and Covance have
reviewed and approved the budget attached which
lists the amounts incurred for completed visits
during the course of the Study. This budget is
approved for maximum payment of 932 000 CZK
(representing XXX). This payment per patient also
includes any task that is required of the Radiology

3.1 Radiologické centrum a  spolecnost
Covance si prostudovaly a schvaluji pfilozeny
rozpocet, ktery uvadi ¢astky za dokoncené navstévy
v prub¢hu studie. Tento rozpocet je schvalen na
maximalni c¢astku 932000 CZK (piedstavujici
XXX). Tato platba za jednoho pacienta také
zahrmuje vSechny tkoly, které radiologické centrum

Center by ICH-GCP e.g. administrative tasks. musi provadét vsouladu sICH-GCP, napf.
administrativni ¢innosti.
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32 Covance on behalf of Sponsor undertakes
to make payments to Radiology Center in regular
payments, upon receipt of an invoice, and will be
based upon the number of visits completed by
patient at the payment date. All costs must be
invoiced within one month of termination of the
Study to ensure payment. However, this does not
change the right of the Radiology Center to a
proper remuneration under this contract from
Sponsor.

Data for invoicing shall be sent to Oddeleni
klinickeho hodnoceni a vyzkumu, U Nemocnice
499/2, 128 08 Praha 2, contact person: XXX
(study-invoices@vfn.cz, XXX). The invoice
maturity period is XXX days after receipt of an
invoice by Covance.

3.2 Covance se zavazuje, ze platby budou
radiologickému centru vyplaceny v pravidelnych
platbach na zadkladé ptedlozeni faktury a budou
zaloZzeny na poctu dokoncenych névstév pacienta
v den platby. Aby byla zajisténa platba, musi byt
vsechny naklady fakturovany do jednoho mésice po
ukoncéeni studie To vSak nic neméni na pravu
Radiologického centra na fddnou odménu dle této
smlouvy od zadavatele.

Podklady pro fakturaci budou zaslany na Odd¢leni
klinického hodnoceni a vyzkumu, U Nemocnice 2,
Praha 499/2, 128 08 - kontaktni osoba pi. XXX
(study-invoices@vfn.cz, XXX). Doba splatnosti
faktury je XXX dnd ode dne doruceni faktury
spole¢nosti Covance.

33 All payments under this Agreement shall
be made payable directly to Radiology Center in
accordance with the terms hereunder. Radiology
Center is liable for all the taxes assigned to it to be
arisen or derived from the activities developed in
virtue of this Study and Agreement.

33 Vsechny platby na zakladé této smlouvy
budou splatné ptimo radiologickému centru
vsouladu snize uvedenymi podminkami.
Radiologické centrum odpovida za hrazeni vsSech
dani, které mu vznikly z ¢innosti vyvijené v ramci
této studie a smlouvy.

34 The Radiology Center acknowledges and
agrees the Expert will be remunerated based on a
separate agreement between him, Covance and
Sponsor. Compensation provided under this
Agreement shall not exceed fair market value and
no payments will be provided for the purpose of
influencing a contracting entity to purchase or
prescribe any drugs, medical devices, or products or
for the purpose of improperly inducing
governmental actions. In no event will such
compensation duplicate the compensation made to
the Radiology Center hereunder in the aggregate.

34 Radiologické centrum bere na védomi a
souhlasi, Ze odbornik bude odménovan na zakladé
samostatné smlouvy uzaviené mezi nim, Covance
a zadavatelem. Odména poskytnutd podle této
smlouvy nepiesahne spravedlivou trzni hodnotu a
platby nebudou poskytovany za ucelem ovlivnéni
smluvni strany k nakupu nebo predepisovani
jakychkoliv 1€k, zdravotnickych prostiedkli nebo
produktd nebo za Géelem nevhodného ovliviiovani
vladnich ukont. Kromée toho tato odména v Zadném
ptipadé nebude duplikovat odménu zaplacenou
uhrnem radiologickému centru dle této smlouvy.

3.5 The Contractual Parties confirm that the
compensation of Radiology Center to be received
hereunder does not exceed the fair market value of
the services provided by the Radiology Center, and
that no payments are being provided for the
purpose of inducing the Radiology Center to
purchase or prescribe any drugs, devices or
products. Radiology Center will not bill any patient,
insurer or governmental agency for any items,
visits, services or expenses provided or paid for by

3.5 Smluvni strany stvrzuji, Ze odmena, kterou
v ramci této smlouvy obdrzi radiologické centrum,
neptevysuje trzni hodnotu sluzeb poskytovanych
radiologickym centrem a Ze platby nejsou
poskytovany za ucelem pobizeni radiologického
centra k nakupu nebo piedepisovani 1éku,
prostiedkti nebo produktd. Radiologické centrum
nebude UCtovat zadnému pacientovi, pojistovateli
nebo vladni agentufe za zadné polozky, navstévy,
sluzby nebo vydaje poskytnuté nebo zaplacené
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further agrees that it will not provide any money or | Radiologické centrum déle souhlasi, Ze neposkytne
item of value to any governmental official or | Zddné penize ani hodnotné véci ZzZadnému

representative to influence

governmental actions.

improperly

vefejnému Ciniteli nebo zastupci s cilem nevhodné
ovliviovat vladni ukony.

3.6 In the interest of transparency relating
to Sponsor's financial relationships with clinical
investigators and clinical study sites, Sponsor may
publicly disclose the funding associated with this
Agreement, including payments made to institutions
and payments made to individuals.

3.6 V z4jmu transparentnosti finan¢niho vztahu
zadavatele s klinickymi zkouSejicimi a pracovisti
klinické studie miize zadavatel zvefejnit financovani
spojené s touto smlouvou, vcetné¢ plateb
zaplacenych institucim a jednotlivcim.

3.7 Notwithstanding  anything in  this
Agreement which may be construed to the contrary,
all payments to be made by Covance hereunder
shall be contingent on Covance’s actual receipt of
such payment amounts from the Sponsor. By this it
is not affected (limited) the obligation of Sponsor to
pay to the Radiology Center the amounts according
to the approved budget under this Agreement and
Sponsor is also obliged to fulfill the obligations
stated to Covance regarding the payments for the
study conduct.

3.7 Vsechny platby, které maji byt provedeny
spoleCnosti Covance dle této smlouvy, budou
zavislé na pfijeti téchto castek od zadavatele
spole¢nosti Covance, bez ohledu na cokoliv v této
smlouvé, co by mohlo byt opacné vykladano. Tim
neni nijak dotCena (omezena) povinnost
zadavatele hradit radiologickému centru ¢astky dle
schvaleného rozpoctu dle této smlouvy a zadavatel
je povinen rovnéZ plnit povinnosti stanovené
spole¢nosti Covance ohledné plateb za provadéni
studie.

4. MONITORING, INSPECTIONS AND AUDIT

4. MONITOROVANI, KONTROLY A AUDITY

4.1 The Study will be monitored by a Covance
monitor. A reasonable amount of time will be set
aside by the Radiology Center and Radiology
Center’s staff at each monitoring visit.

4.1 Studie bude monitorovana monitorem
spolecnosti  Covance. Personal radiologického
centra a radiologické centrum si na kazdou
monitorovaci navstévu vyhradi piiméfené mnozstvi
casu.

4.2 Direct access by Covance and Sponsor,
and/or by their designated third party auditor (after
submission of Sponsor’s delegation letter), will be
allowed to access all clinical data, including CRFs,
patient tracking reports, source documentation, and
other Study-related information, for monitoring,
audit and inspection purposes.

Monitoring and audit under this article of the
Agreement may be carried out while respecting the
legal obligations of the Readiology Center, in
particular the oblication of confidentiality, business
secret of the Radiology Center and the personal data
protection while the Radiology Center is entitled to
restrict access to documents (records, data) to avoid
violation of privacy of third parties or its business
secret.

4.2 Spole¢nost Covance a zadavatel a/nebo jimi
urceny externi auditor (po predlozeni plné moci od
zadavatele) budou mit pfistup ke vSem klinickym
udajim, vcetné formulait CRF, zprav o sledovani
pacientti, zdrojové dokumentace a dalSich se studii
souvisejicich informaci pro tucely monitorovani,
auditu a kontroly.

Monitorovani a audit dle tohoto ¢lanku smlouvy
mize byt provadéna pii respektovani zakonnych
povinnosti  radiologického centra, ptedevsim
povinnosti mlcenlivosti, obchodniho tajemstvi
radiologického centra a ochrany osobnich udaju,
pri¢emz je radiologické centrum opravnéno omezit
pristup k dokumentim (zaznamiim, udajim) tak,
aby zamezilo poruseni ochrany osobnich udaju
tietich osob nebo svého obchodniho tajemstvi.

43 The Radiology Center agrees to fully co-

43 Radiologické centrum souhlasi, ze bude
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operate in any audit or inspection of the Study by
Covance, the Sponsor, relevant health authorities,
and/or their respective representatives. The
Radiology Center will notify Covance immediately
in writing of any proposed inspection or audit by a
health, regulatory or other governmental authority
relating to the Study, and provide to Covance copies
of any notices, inquiries, correspondence or
communications to and from any such authority
relating to the Study. Covance and the Sponsor will
be permitted to attend any such inspection or audit.

plné spolupracovat pii vSech auditech nebo
kontrolach ~ studie  provadénych  spolecnosti
Covance, zadavatelem, relevantnimi zdravotnimi
ufady a/mebo jejich  pfisluSnymi  zastupci.
Radiologické centrum okamzité pisemné uvédomi
spoleCnost Covance o vSech navrhovanych
kontroladch nebo auditech zdravotnich, regulac¢nich
nebo jinych vladnich Gfadd v souvislosti se studii a
poskytne spole¢nosti Covance kopie vSech
oznameni, dotazli, korespondence nebo sd€leni
vyménénych s témito ufady v souvislosti se studii.
Spole¢nost Covance a zadavatel se budou moci
zucastnit jakékoli kontroly nebo auditu.

4.4 The Radiology Center represents and
warrants that there are no pending for-cause
regulatory audits, investigations or proceedings

4.4 Radiologické  centrum prohlasuje a
zarucuje, ze neprobihaji zadné divodné audity,
vySetfovani ani fizeni regulacnich uradu, které by

involving the Radiology Center which relate to | se tykaly radiologického centra ve vztahu
compliance with laws regarding the conduct of | k dodrzovani zakonli upravujicich provadéni
any clinical research. klinického vyzkumu.

5. EFFECTIVE DATE AND TERMINATION

5. DATUM UCINNOSTI A UKONCENI

5.1 This Agreement enters into force on the
date on which it is last signed by the parties and
becomes effective on the date it is published in the
Contract Registry, and shall continue until
completion of the Study or until terminated pursuant
to the terms set forth herein. The entire Study is
estimated to be completed by XXX.

5.1 Tato smlouva nabyva platnosti dnem
podpisu posledni ze smluvnich stran a ucinnosti
dnem uvetejnéni v registru smluv a jeji platnost
potrva az do dokonceni studie nebo do jejiho
predcasného ukonceni v souladu se zde uvedenymi
podminkami. Ocekava se, ze celd studie bude
dokoncena k XXX.

5.2 Covance and/or Sponsor may terminate this
Agreement at any time, with or without cause,
including if any of the following situations occur:

52 Spole¢nost Covance a/nebo zadavatel
mohou tuto smlouvu kdykoli ukonéit sudanim
diivodu nebo bez udani divodu, véetné piipadd, kdy
nastane néktera z nize uvedenych situaci:

1. The rate at which patients are being
randomised is insufficient to meet the goal of XXX
evaluable patients recruited before XXX and it is
likely that this situation will not be rectified.

1. Rychlost, s jakou jsou pacienti
randomizovani, neni dostatecna ke splnéni cile
XXX hodnotitelnych pacientt pied XXX a je
pravdépodobné, Ze nedojde k naprave situace.

2. The incidence and/or severity of adverse
drug reactions in this or other studies with the same
investigational product indicates a potential health
hazard as determined by the Sponsor.

2. Vyskyt a/nebo zavaznost mnezadoucich
reakci na léky v této nebo jinych studiich, které
pouzivaji stejny hodnoceny piipravek, naznacuje
podle uvazeni zadavatele mozné zdravotni riziko.

3. Adherence to the Protocol is poor or data
recording is inaccurate or seriously incomplete, or
any term of this Agreement is violated.

3. Nedodrzovani protokolu, nepfesné nebo
netplné zaznamenavani Udaji nebo poruseni
nékteré z podminek této smlouvy.
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4. Covance and/or Sponsor and the Radiology
Center mutually agree to terminate this Agreement.

4. Spolecnost Covance a/nebo zadavatel a
radiologické centrum se vzajemn¢ dohodli na
ukonceni této smlouvy.

5. The total number of patients required to be
enrolled and randomised is reached for the entire
Study, even if the enrolment at the Study Site has
not been completed.

5. Bylo dosazeno celkového poctu pacienti
vyzadovanych pro zatazeni a randomizaci pro celou
studii, i kdyz zafazovani pacientd na pracovisti
studie nebylo dokonceno.

6. The Sponsor terminates the Study or the
appropriate regulatory agency mandates the
termination of the Study.

6. Zadavatel studii ukonéi nebo pfislusny
regulacni organ nafidi ukonceni studie.

53 Upon receipt of notice of termination, the
Radiology Center will follow the specified
termination procedures, ensure that any required
patient follow-up procedures are completed, and
make all reasonable efforts to minimize further
costs. Covance shall reimburse the Radiology
Center on a pro rata basis of the number of visits
completed by patient. Should the Radiology Center
have already received payments in excess of the
actual pro rated amounts due then that overpayment
will be promptly remitted to Covance by the
Radiology Center.  Neither Covance nor the
Sponsor will be responsible to the Radiology Center
for any lost profits, lost opportunities or other
consequential damages.

Any contracting party is entitled to withdraw from
this Agreement:

(i) If any of contracting parties violates an
obligation set forth herein and does not rectify the
breach within fifteen (15) days of delivering a
written notice to the breaching party,

(i) If any party is declared bankrupt in
accordance with Act No. 182/2006 on bankruptcy
and settlement (Insolvency Act), as amended,

(iii) If a contracting party loses authorisation
necessary to properly and timely fulfill its
obligations under this Agreement;

(iv) If the risk Study subjects are exposed to
increases disproportionately, or

(v) If any necessary authorisation,
permission, consent, or exception is revoked,
deferred, or expires without being renewed
accordingly.

Any contracting party is entitled to terminate this
Agreement without giving any reason, by written
notice with 30-day notice period commencing on

53 Po obdrzeni vypovédi bude okamzité
zastaven nabor pacientd a radiologické centrum
bude postupovat podle stanovenych postupli pro
ukonceni studie, zajisti dokon¢eni vSech naslednych
kontrol pacientd a vynalozi veskeré pfimétené usili
k minimalizaci dal$ich vydaja. Spole¢nost Covance
uhradi radiologickému centru pomémou castku za
pocet navstév, které pacient absolvoval. Pokud
radiologické centrum jiz obdrZelo platby ptesahujici
skutecné splatné pomérné castky, preplatek bez
pratahti vrati spolecnosti Covance. Spolecnost
Covance ani zadavatel neponesou odpovédnost viici
radiologickému centru za usly zisk, ztratu
prilezitosti ¢i jiné nasledné skody.

Kterakoliv smluvni strana je opravnéna od této
smlouvy odstoupit v pfipad¢, Ze:

(1) néktera ze smluvnich stran porusi povinnost
stanovenou touto smlouvou a dané porusSeni
neodstrani ani ve lhateé patnacti (15) dni od
doruceni pisemné vyzvy druhé smluvni strany,

(i) pokud bude rozhodnuto, ze je néktera
strana v upadku podle zdkona ¢&. 182/2006 Sb.,
oupadku a zplsobech jeho feSeni (insolvenéni
zakon), v platném znéni;

(iii) pokud nektera smluvni strana pozbude
opravnéni, které je pro fadné a vcasné plnéni
povinnosti vyplyvajicich z této Smlouvy nezbytné;

(iv) pokud bude riziko pro subjekty hodnoceni
neuamérné zvyseno, nebo

(v) pokud potiebné opravnéni, povoleni,
souhlas nebo vyjimka je odvolano, odlozena jeho
platnost, nebo uplyne-li doba, na kterou bylo
vydano, aniz by bylo pfislusn¢ prodlouzeno

Kterakoliv strana je opravnén tuto smlouvu
vypoveédét 1 bez udani divodu pisemnou vypoveédi
s 30 denni vypovédni lhltou, ktera po¢ne béZet
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the day following the delivery of the notice to the
last contracting party.

dnem nasledujicim po doruceni vypovédi posledni
smluvni strané.

6. INDEMNIFICATION

6. ZBAVENI ODPOVEDNOSTI ZA SKODY

6.1 The Radiology Center will promptly notify
Covance and the Sponsor in writing of any claim of
illness or injury actually or allegedly arising from the
conduct of the Study. The Sponsor will indemnify
the Radiology Center from any liability or costs as a
result of third party claims that arise from the
activities carried out pursuant to the Protocol, except
to the extent any such liability or costs arise from the
Radiology Center’s failure to adhere to the terms of
the Protocol, this Agreement or any applicable law
or regulation, or the negligence or willful
misconduct of the Radiology Center. The Radiology
Center will promptly notify the Sponsor in writing
once it has knowledge of any such claim for
indemnification, and will cooperate fully with the
Sponsor in the handling of the claim. The Sponsor
warrants that it has insurance coverage for any such
claims. Any indemnification rights afforded to the
Radiology Center are provided exclusively by the
Sponsor. In the event that the Radiology Center
invokes such rights, then the Radiology Center shall
deal directly with the Sponsor.

6.1 Radiologické centrum bezodkladné a
pisemné uvédomi spolecnost Covance a zadavatele o
vSech narocich vyplyvajicich z onemocnéni nebo
ujmy skuteéné nebo Udajné vzniklé v souvislosti
s provadénim studie. Zadavatel zprosti radiologické
centrum veSkeré odpovédnosti nebo vSech nakladii
vsouvislosti s naroky tietich stran vzniklymi na
zakladg¢ ¢innosti provadénych v souladu s protokolem
kromé ptipadd, kdy tato odpovédnost nebo naklady
vznikly z diivodu nedodrZzovani podminek protokolu,
této smlouvy nebo platnych zdkoni a predpist
radiologickym centrem, jeho nedbalosti ¢i zamérmého
nespravného  jednani  radiologického  centra.
Radiologické centrum okamzit€¢ pisemné uvédomi
zadavatele, jakmile se dozvi o takovych narocich na
odskodnéni, a pfi vyfizovani naroku bude pIné
spolupracovat se zadavatelem. Zadavatel zarucuje, Ze
ma pojistné kryti na takové naroky. Veskera prava na
odskodnéni, ktera ma k dispozici radiologické
centrum, poskytuje vyhradné zadavatel. V piipade, ze
radiologické centrum uplatni tato prava, bude jednat
piimo se zadavatelem.

6.2 The Radiology Center will indemnify
Covance and the Sponsor from any liability or costs
as a result of third party claims that arise from
Radiology Center’s failure to adhere to the terms of
the Protocol, this Agreement, or any applicable law
or regulation, or that arise from the negligence or
willful misconduct of the Radiology Center.
Covance or the Sponsor, as the case may be, will
promptly notify the Radiology Center in writing
once it has knowledge of any such claim for
indemnification, and will fully cooperate with the
Radiology Center in the handling of the claim. The
Radiology Center represents that it has arranged
insurance according to § 45 par. 2 letter n) of Act
No. 372/2011 Coll.,, on Healthcare Services, as
amended.

6.2 Radiologické centrum zprosti spolecnost
Covance a zadavatele veSkeré odpovédnosti nebo
vsech nakladli v souvislosti s naroky tretich stran
vzniklymi z divodu nedodrzovani podminek
protokolu, této smlouvy nebo platnych zakond a
predpist radiologickym centrem, jeho nedbalosti ¢i
zameérného nespravného jednani radiologického
centra. Spole¢nost Covance nebo zadavatel podle
situace okamzité¢ pisemné uvédomi radiologické
centrum, jakmile se dozvi o takovych narocich na
odskodnéni, a pfi vyfizovani naroku budou plné
spolupracovat ] radiologickym centrem.
Radiologické centrum prohlaSuje, Ze ma sjednano
pojisténi dle § 45 odst. 2 pism. n) zakona
¢.372/2011 Sb., o zdravotnich sluzbach, ve znéni
pozdé&jsich predpistl.

7. PROPERTY AND RECORDS RETENTION

7. UCHOVAVANI ZAZNAMU A MAJETKU

7.1 All equipment, materials, documents, data,
information and suggestions of every kind and
description supplied to the Radiology Center
directly or indirectly by the Sponsor or prepared or

7.1 Vsechno vybaveni, materialy, dokumenty,
udaje, informace a navrhy jakéhokoli druhu a
popisu, které radiologickému centru dodal piimo ¢i
nepiimo zadavatel nebo které byly pfipravené c¢i
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developed by the Radiology Center pursuant to the
Agreement (except for Radiology Center procedural
manuals, personnel data, and Radiology Center
developed computer software), or resulting from the
services provided hereunder, including the CRFs,
shall be the sole and exclusive property of the
Sponsor and be treated as Confidential Information
(defined below). All Confidential Information shall
be returned to the Sponsor at the conclusion of the
Study or, in the alternative, destroyed at the
direction of the Sponsor, provided that the
Radiology Center may retain copies of such
materials as required by applicable laws, rules and
regulations. The Sponsor shall have the right to
make whatever use it deems desirable of any such
Confidential Information.

vyvinuté radiologickym centrem v souladu se
smlouvou  (krom¢  proceduralnich  piiruc¢ek
radiologického centra, 1udaji zaméstnanci a
pocitacového softwaru vyvinutého radiologickym
centrem) nebo které jsou vysledkem sluzeb
poskytovanych v ramci této smlouvy, vcetné
formuldid CRF, budou vyhradnim a vyluénym
majetkem zadavatele a bude s nimi zachdzeno jako
s divérnymi  informacemi (definovany nize).
Vsechny divémé informace budou vraceny
zadavateli pfi ukonCeni studie nebo piipadné
zniceny podle pokynll zadavatele s tim, ze si
radiologické centrum muize ponechat kopie téchto
materiald vyzadované prislusnymi zakony, pravidly
a predpisy. Zadavatel ma pravo tyto diveérné
informace pouzit zcela dle své vlastni tivahy.

7.2 All records relating to the Study will be
maintained by the Radiology Center for at least 15
years from completion of the Study, or longer if
required by institutional policy, GCP guidelines or
applicable law. Either Covance or the Sponsor must
be informed in writing of any change of address or
relocation of the Study records during this period.

If Sponsor or Covnace are interested in further
archiving of the documentation, they shall notify
the Radiology Center in writing at least two
months before the agreed archiving period expires,
and the Radiology Center shall keep archiving the
files at the expense of the Sponsor or Covance, or
give the documentation to them.

7.2 Veskeré zaznamy souvisejici se studii bude
radiologické centrum uchovavat nejméné po dobu
15 let po dokonceni studie nebo déle, pokud to
vyzaduji ptredpisy zdravotnického zafizeni, pokyny
pro spravnou klinickou praxi nebo platné zakony.
V piipadé, Ze zadavatel nebo Covance maji zajem
na dal$i archivaci dokumentace, jsou povinni sviij
pozadavek uplatnit pisemné u radiologického centra
nejméne dva mésice pred uplynutim sjednané doby
archivace a radiologické centrum dalsi archivaci na
naklady zadavatele nebo Covance zajisti, popf. jim
dokumentaci vyda.

8. CONFIDENTIAL INFORMATION

8. DUVERNE INFORMACE

8.1 The Radiology Center agrees that all
material, documents and information provided to it
by Covance and the Sponsor and all information
developed by the Radiology Center in connection
with the Study is and shall be considered as
confidential  information  (collectively,  the
“Confidential Information”) and the sole property of
the Sponsor. The Radiology Center agrees to hold
such Confidential Information in strict confidence
for ten (10) years after completion of the Study, and
shall disclose the Confidential Information to
hospital authorities, ethics commitees, and their
respective agents, employees, officers and directors
and representatives only on a need-to-know basis
and only if the foregoing parties are bound and
obligated by the same provisions of confidentiality
as used by the Radiology Center; provided that the

8.1 Radiologické centrum souhlasi, Ze vSechny
materialy, dokumenty a informace, které obdrzelo
od spolecnosti Covance nebo zadavatele, a vSechny
informace  vyvinuté radiologickym  centrem
v souvislosti se studii pro zadavatele jsou a budou
povazovany za diveérné (spolecné dale jen ,,dGvérné
informace®) a jsou vyhradnim majetkem zadavatele.
Radiologické centrum souhlasi, ze tyto duveérné
informace bude udrzovat v piisné tajnosti po dobu
deseti (10) let po dokonceni studie a sdéli je
organim nemocnice, etickym komisim a jejich
prislusSnym zastupcuim, zaméstnanctim,
predstavitelim a ¢leniim spravnich rad pouze do té
miry, do které je potfebuji znat, a pouze tehdy, jsou-
li  vySe wuvedené strany vazany stejnymi
ustanovenimi o divérnosti informaci, které pouZziva
radiologické centrum, stim, ze radiologické
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Radiology Center will have no obligations to the
extent any Confidential Information (a) is now or
later becomes publicly available through no fault of
the Radiology Center , (b) is obtained by the
Radiology Center from a third party not under
obligation to the Sponsor with respect to such
Confidential Information, (c) is already in the
possession of the Radiology Center as indicated in
its written records, or (d) is required by any law,
rule, regulation, order, decree or subpoena or other
judicial, administrative or legal process to be
disclosed, provided that where possible, advance
written notice of such disclosure is provided to the
Sponsor so it has an opportunity to oppose same by
appropriate legal action.

centrum neodpovida za situace, kdy duveémné
informace (a) jsou v soucasné dobé¢ nebo budou
pozdgji k dispozici vefejnosti bez zavinéni
radiologického centra, (b) radiologické centrum je
ziskd od treti strany, kterd nema vici zadavateli
zadné zavazky ohledné divérnych informaci, (c)
radiologické centrum je jiz ma a mize to prokazat
pisemnymi dikazy nebo (d) jejich zvefejnéni je
vyzadovano ze zdkona, podle pravidel, ptedpisd,
natizeni, vyhlasky nebo soudniho pfedvoldni ¢i na
zakladé jinych spravnich ¢i soudnich procesi, za
predpokladu, Ze tam, kde je to mozné, je zadavateli
zaslano pisemné oznameni o takovém zvetejnéni
pfedem a zadavatel ma prilezitost se proti nému
branit vhodnymi pravnimi kroky.

8.2 The Radiology Center will not use any such
Confidential Information for its own benefit or for
the benefit of any third party, and will not furnish to
any third party any materials which incorporate any
Confidential Information as otherwise herein above
provided. All obligations of confidentiality and
non-use set forth in this Agreement will survive the
expiration or earlier termination of this Agreement.

8.2 Radiologické centrum nepouZije tyto
divémé informace k vlastnimu prospéchu nebo ku
prospéchu tietich stran a nepfeda zadné treti strané
zadné materidly obsahujici divémé informace dle
této smlouvy. VSechny zavazky davérnosti a
nepouzivani uvedené v této smlouvé pretrvavaji i po
uplynuti doby platnosti nebo pred¢asném ukonceni
této smlouvy.

9. DATA PROTECTION

9. OCHRANA UDAJU

Prior to and during the course of the Study, the
Radiology Center may provide personal data (as
defined by applicable data protection legislation)
relating to employees of the Radiology Center.
Such personal data may include names, contact
information, work experience, qualifications,
publications, resumes, educational background,
financial information, performance information,
facilities, staff capabilities, and other information
relating to the conduct of clinical trials. The
Sponsor would be the data controller for such
personal data, except that, if Covance deals with any
personal data under this Agreement in the manner of
a data controller, then Covance shall be the data
controller of such personal data to the extent of such
dealings. Covance processes such personal data for
the following purposes: a) the conduct and
interpretation of the Study; b) review by
governmental or regulatory agencies, the Sponsor,
Covance, or their agents, affiliates and
collaborators; c) satisfying legal or regulatory
requirements; d) publication on
www.clinicaltrials.gov and websites and databases
that serve a comparable purpose; ¢) upon request of

Pred zahajenim studie a v jejim pribéhu mize
radiologické centrum poskytnout osobni udaje (jak
je definuji pfislusné zakony na ochranu udaji)
tykajici se zaméstnancii radiologického centra. Tyto
osobni udaje mohou zahrnovat jména, kontaktni
informace, pracovni  zkuSenosti, kvalifikaci,
publikace, zivotopisy, vzdélani, finan¢ni informace,
informace o vykonnosti, zafizeni, schopnostech
zaméstnanct a dalsi informace tykajici se provadéni
klinickych studii. Zadavatel bude spravcem téchto
osobnich udajti s vyjimkou piipadii, kdy spolecnost
Covance zachdzi s osobnimi daji v ramci této
smlouvy jako spravce udaji. V takovém pripadé
bude spravcem téchto osobnich udaji v rozsahu
tohoto zachdzeni spolecnost Covance. Covance
zpracovava osobni udaje pro tyto Gcely a) provadéni

a vyklad studie; b) kontrola vladnimi nebo
regulacnimi  orgdny, zadavatelem, spolecnosti
Covance ¢i jejimi  zastupci, pridruzenymi

spolecnostmi a spolupracovniky; ¢) plnéni pravnich
nebo regula¢nich pozadavki; d) publikace na webu
www.clinicaltrials.gov a na webovych strankach a
v databazich, které slouzi pro tucely porovnani; e) na
zadost jednotlivych pacientll a 1ékaili poskytnuti
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individual patients and doctors provision to
individual patients and doctors who may be
interested in participating in a clinical trial at Site.

jednotlivym pacientim a I€kaiim, kteti mohou mit
zajem o ucast v klinickém hodnoceni na pracovisti.

Covance and Sponsor undertake to comply with all
applicable privacy protection laws and regulations
while managing and processing the above
mentioned personal data.

For the term of this Agreement, the contracting
parties undertake to implement and apply
appropriate operational, technical and organizational
provisions for protection of personal data in
accordance with relevant laws and regulations
(including, but not limited to, Regulation EU
2016/679, General Data Protection Regulation),
Said protection shall safeguard personal data they
will collect and process for purposes associated with
the Study, from random or unlawful destruction,
modification, unauthorized disclosure, access and
other possible unlawful ways of handling them.

The Sponsor as data controller represents that it is
authorised to provide, at no cost, the access to and
the utilisation of a system for input and processing
of clinical trial data (eCRF) pursuant to this
Agreement, and that doing so will not violate any
third party rights. The Sponsor represents that the
system for input and processing of clinical trial data
meets requirements for completeness, accuracy,
reliability, safe backing-up of entered data, and that
it is fit for the given purpose.

The parties hereto undertake to inform each other
promptly, should they discover any unauthorised
access, acquisition or disclosure of personal data
and confidential information associated with the
Study (“Safety Incident”). Such notification shall
summarise reasonable details of the Safety Incident
and corrective measures taken by the involved
contracting party.

Covance a zadavatel se pii spravé a zpracovani
vyse uvedenych osobnich udaji  zavazuji
zachovéavat veskeré pravni predpisy na ochranu
osobnich udaja.

Smluvni strany se zavazuji zavést a po dobu
platnosti této smlouvy uplatiiovat vhodna provozni,
technickdA a organizatni opatfeni na ochranu
osobnich tdaju dle pfislusnych pravnich predpist
(zejména dle natizeni EU 2016/679, obecné natizeni
o ochrané¢ osobnich 1daji), které budou
shromazd’ovat a zpracovavat pro ucely souvisejici
se studii, proti nahodnému nebo nezdkonnému
zniCeni, pozménovani, neopravnénému sdélovani,
pristupu k nim a pfipadnym dal$im nezakonnym
zpusobiim nakladani s nimi.

Zadavatel coby spravce udaji prohlasuje, Ze je
opravnén bezplatn€ umoznit pfistup a pouzivani
systtmu pro zadavani a zpracovani udaju
z klinického hodnoceni (eCRF) dle této smlouvy a
nebude tim poruseno jakékoliv pravo treti strany.
Zadavatel prohlasuje, ze systém pro zadavani
zpracovani udaji z klinickém hodnoceni spliuje
pozadavky na uplnost, pfesnost, spolehlivost,
bezpecné zalohovani vlozenych dat a je vhodny pro
dany ucel.

Smluvni strany se zavazuji bezodkladné navzajem
informovat, pokud zjisti jakykoliv neautorizovany
pfistup, pofizeni nebo zvefejnéni osobnich udaju a
divérmych  informaci spojenych se  studii
(,,bezpecnostni incident*). Takové upozornéni bude
shrnovat detaily v rozumné mife o bezpecnostnim
incidentu a opravna opatieni podniknuta dotéenou
smluvni stranou.

10. INVENTIONS

10. VYNALEZY

The Radiology Center will disclose promptly in
writing to Covance and the Sponsor any and all
inventions,  discoveries and  improvements
conceived or made by the Radiology Center in the
course of the Study and/or while providing such
services to Covance pursuant to this Agreement
(collectively, “Inventions”). All Inventions shall

Radiologické centrum okamzité pisemné oznami
spolecnosti Covance a zadavateli v§echny vynalezy,
objevy a vylepSeni objevena i vytvofena
radiologickym centrem v pribéhu studie a/nebo pii
poskytovani sluzeb podle této smlouvy (spolecné
,.vynalezy*). VSechny vynalezy budou vyhradnim a
exkluzivnim majetkem zadavatele. Radiologické
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become the sole and exclusive property of the
Sponsor. The Radiology Center will execute any
and all applications, assignments, or other
instruments and give testimony which the Sponsor
shall deem necessary to apply for and obtain Letters
of Patent in any country or to protect otherwise the
Sponsor’s interest therein, and Sponsor shall
compensate the Radiology Center for the time
devoted to said activities and reimburse it for
expenses incurred. These obligations shall continue
beyond the termination of this Agreement with
respect to Inventions while providing services to
Covance on behalf of the Sponsor pursuant to this
Agreement, and shall be binding on the Radiology
Center’s assignees, administrators and other legal
representatives.

centrum vyhotovi vSechny Zadosti, postoupeni ¢i
jiné dokumenty a poskytne svédecké vypovedi,
které bude zadavatel povazovat za nutné pro podani
patentové prihlasky v jakékoli zemi nebo k jiné
ochran¢ zadavatelova podilu v téchto vynalezech a
zadavatel radiologickému centru zaplati za cas
straveny na téchto Cinnostech a proplati mu
vynaloZené vydaje. Platnost téchto zavazki pretrva
po ukonceni této smlouvy ve vztahu k vynéalezim
vzniklym pfi  poskytovani sluzeb spolecnosti
Covance jménem zadavatele podle této smlouvy a
zavazuje poveéiené osoby, spravce a dalsi pravni
zastupce radiologického centra.

11. PUBLICATION POLICY

11. ZASADY TYKAJICI SE PUBLIKOVANI

The Radiology Center understands that this Study is
being conducted at multiple research sites. The
Radiology Center is free to publish or present the
Study results obtained at the Study Site, but only
after the first publication or presentation that
involves the multi-center data, or eighteen (18)
months after the completion of the Study at all sites,
whichever is first. At least sixty (60) days prior to
submitting or presenting a manuscript or other
materials relating to the Study to a publisher,
reviewer, or other outside persons, the Radiology
Center shall provide to the Sponsor a copy of all
such manuscripts and materials, and allow the
Sponsor sixty (60) days to review and comment on
them. If the Sponsor requests, (i) Confidential
Information (other than Study results) will be
removed prior to submitting or presenting the
materials, and/or (ii) the Radiology Center shall
postpone the publication for another ninety (90)
days. No party shall use another party’s name in
connection with any advertising, publication or
promotion without prior written permission.

Radiologické centrum si je védomo, Ze tato studie se
provadi na né&kolika vyzkumnych pracovistich.
Radiologické centrum smi publikovat nebo
prezentovat vysledky studie ziskané na pracovisti
studie, ale azZ po prvni publikaci nebo prezentaci,
ktera obsahuje udaje z vice pracovist, nebo osmnact
(18) mesich po dokonCeni studie na vSech
pracovistich, podle toho, co nastane diive. Nejméné
Sedesat (60) dnt pied predlozenim nebo dodanim
rukopisu ¢i jinych materialti souvisejicich se studii
vydavateli, recenzentovi ¢i jinym externim osobam
predlozi radiologické centrum zadavateli kopii
vsech téchto rukopisit a materialli a ponecha mu
Sedesat (60) dnd na jejich kontrolu a poskytnuti
komentait. Jestlize o to zadavatel pozada, (i)
diavérné informace (kromé vysledka studie) budou
pred zaslanim nebo prezentaci materialti odstranény
a/nebo (ii) radiologické centrum odlozi publikaci
o dalgich devadesat (90) dnii. Zadna ze stran nesmi
pouzit nazev druhé strany v souvislosti s reklamou,
publikaci nebo propagaci bez piedchoziho
pisemného souhlasu.

12. INDEPENDENT CONTRACTOR

12. NEZAVISLY DODAVATEL

The relationship of both Covance and the Sponsor
with the Radiology Center under this Agreement
shall be that of independent contractors. Neither
Radiology Center, nor any employee as applicable,
may legally bind Covance or the Sponsor, or act as
an agent, partner, or employee of Covance or the
Sponsor.

Vztah mezi radiologickym centrem a spolecnosti
Covance a zadavatelem v ramci této smlouvy je
vztahem  nezavislého  smluvniho  partnera.
Radiologické centrum ani zadny z jeho
zaméstnancli nesmi pravné zavazovat spolecnost
Covance nebo zadavatele ani jednat jako jejich
zastupce, partner nebo zaméstnanec.
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13. CHANGES TO SCOPE OF AGREEMENT

13. ZMENY V ROZSAHU SMLOUVY

The terms and conditions of this Agreement will be
adapted by means of an amendment if the Sponsor
and/or the appropriate regulatory agency make
major changes to the design or scope of the Study
which would significantly affect the terms hereof.
No other amendment to this Agreement shall be
effective unless it is made in writing and signed by
the parties hereto.

Jestlize zadavatel a/nebo piislusny regulacni organ
ucini vyrazné zmény v usporadani nebo rozsahu
studie, které by vyznamné ovlivnily podminky této
smlouvy, budou podminky spolupriace upraveny
dodatkem ke smlouvé. Platné dodatky k této
smlouvé musi byt sjednany pisemné a podepsany
smluvnimi stranami.

14. GOVERNING LAW/SURVIVAL

14. ROZHODNE PRAVO/PRETRVANI PLATNOSTI

This Agreement shall be governed by and
construed in accordance with the law of the state
of Czech Republic (other than provisions relating
to conflicts of laws). All obligations contained
herein as to which performance is required after
termination shall survive termination.

Any disputes following from or associated with this
Agreement shall be decided exclusively by courts of
the Czech Republic. Local competence of the court
shall be in Prague.

Tato smlouva se fidi zakony Ceské republiky a je
v souladu s nimi i vykladana (vyjma ustanoveni
o kolizi pravnich norem). Vsechny zavazky zde
obsazené, které je nutno splnit po ukonceni
platnosti, pfetrvaji ukonceni platnosti.

Jakékoli spory vyplyvajici nebo souvisejici s touto
smlouvou  budou  rozhodovany  vyhradné
prislusnymi  soudy Ceské republiky. Mistni
prislu$nost soudu budev Praze..

15. ASSIGNMENT

15. POSTOUPENI

Neither this Agreement nor any rights or obligations
arising hereunder shall be assigned by the
Radiology Center without the prior written consent
of Covance. The Sponsor may, and/or Covance
may, upon the Sponsor’s request and with a prompt
written notice to Radiology Center, assign this
Agreement to a third party, (and Covance may,
upon the Sponsor’s request, assign this its rights and
obligations under this Agreement to the Sponsor).
In such a case, the Sponsor and/or Covance, as the
case may be, shall not be responsible for any
obligations or liabilities under this Agreement that
arise after the date of the assignment. Radiology
Center is obliged to notify Covance in writing,
about the change of its registered office.

Radiologické centrum nesmi postoupit tuto smlouvu
ani zadna s ni souvisejici prava ¢i zavazky na jinou
osobu bez predchoziho pisemného souhlasu
spole¢nosti Covance. Zadavatel a/nebo spole¢nost
Covance mohou na zéklad€ zadosti zadavatele a po
bezodkladném pisemném oznameni radiologickému
centru postoupit tuto smlouvu na tfeti stranu (a
spolecnost Covance muze na zakladé zadosti
zadavatele postoupit sva prava a zdvazky v ramci
této smlouvy na zadavatele). V takovém piipadé
zadavatel a/mebo spolecnost Covance (podle
situace) neodpovidaji za Zzadné zavazky nebo
povinnosti v ramci této smlouvy, které nastanou po
datu postoupeni. Radiologické centrum je povinno
pisemn¢ uvédomit spole¢nost Covance o zméné
svého sidla.

16. DEBARMENT

16. ZAKAZ CINNOSTI

The Radiology Center represents and warrants that,
according to the best of its knowledge, neither it,
nor any of its employees or agents, as applicable,
performing activities related to the Study, has been

Radiologické centrum prohlaSuje a zarucuje, Ze
radiologické centrum ani zadny z jeho zamé&stnanct
nebo zprostfedkovateld vykonavajicich ¢innosti
souvisejici se studii nebyl dle jeho znalosti vyloucen
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debarred, disqualified, or banned from conducting
clinical trials or is under investigation by any
regulatory authority for debarment, disqualification
or any similar regulatory action in any country. The
Radiology Center will notify Covance and Sponsor
immediately in writing, as soon as it learns of any
such investigation, disqualification, debarment or
ban occuring. Any breach of this section shall give
Covance the right to terminate this Agreement
immediately for cause.

z profesnich organizaci, prohlaSen nezpUsobilym
nebo mu nebyl ud€len zakaz provadét klinické
studie ani neni predmétem vysetfovani regulacniho
organu pro vylouCeni z profesni organizace C¢i
nezpusobilost ani jiné fizeni regulacniho organu
v kterékoli zemi. V piipadé takového vySetfovani,
nezpusobilosti, vylouceni z profesni organizace
nebo zékazu o tom radiologické centrum okamzité
pisemné informuje spoleCnost Covance a
zadavatele, jakmile se o tom dozvi. Jakékoli
poruseni tohoto odstavce dava spoleCnosti
Covance pravo okamzité ukonéit tuto smlouvu
z daného dtivodu.

17. MISCELLANEOUS

17. RUZNE

This Agreement constitutes the sole and complete
agreement between the parties and replaces all
other written and oral agreements relating to the
Study. No amendments or modifications to this
Agreement shall be valid unless in writing and
signed by all the parties. Failure to enforce any
term of this Agreement shall not constitute a
waiver of such term. If any part of this Agreement
1s found to be unenforceable, the rest of this
Agreement will remain in effect. The terms of this
Agreement that contain obligations or rights that
extend beyond the completion of the Study shall

survive termination or completion of this
Agreement.
Sponsor/Covance  acknowledges  that  the

Agreement is subject to publication according to
Act No. 340/215 Coll, on the Register of
Contracts. The Agreement enters into force on the
day of signing by the contracting parties, and into
effect on the day of publication in the Register of
Contracts.

The contracting parties agreed that the Radiology
Center shall publish a version of this Agreement
that will be prepared and provided to it by
Covance for this purpose, no later than on the day
of signing this Agreement, in machine-readable
format in electronic form sent to the email address
okh@vfn.cz. Should Covance default on this
obligation, the Radiology Center has the right to
publish the Agreement on its own.

The value of this Agreement for the purpose of
Register of Contracts is 932 000 CZK.

Tato smlouva ptredstavuje jediné a uplné ujednani
mezi smluvnimi stranami a nahrazuje vsSechna
ostatni pisemna a ustni ujednani ve vztahu ke
studii. VSechny platné dodatky a upravy této
smlouvy musi byt u€inény pisemné a podepsany
vSemi stranami. Neuplatnéni nékteré z podminek
této smlouvy neznamena vzdani se této podminky.
Pokud se néktera cast této smlouvy stane
nevymahatelnou, neovlivni to platnost zbytku
smlouvy. Ustanoveni této smlouvy obsahujici
zavazky nebo prava presahujici dobu dokonceni
studie plati i po pfed¢asném ukonceni ¢i uplynuti
platnosti této smlouvy.

Zadavatel/Covance bere na védomi, ze smlouva
podléha uvetejnéni dle zakona ¢. 340/2015 Sb.,
o registru smluv. Smlouva nabyvé platnosti dnem
podpisu smluvnimi stranami a Uc€innosti dnem
uvefejnéni v registru smluv.

Smluvni strany se dohodly, Ze Radiologické
centrum uverejni verzi této smlouvy, kterou mu za
timto ucelem pfipravi a poskytne Covance
nejpozdéji v den podpisu této smlouvy, a to
v strojove Citelném formatu v elektronické podobé
zaslanim na emailovou adresu okh@vfn.cz
Pokud Covance danou povinnost nesplni, je
radiologické  centrum  opravnéno  uvefejnit
smlouvu samo.

Hodnota této smlouvy pro ucely registru smluv
¢ini 932 000 CZK.
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This Agreement is executed in a Czech and an
English version. In the event of a discrepancy
between the versions, the Czech version shall
prevail.

This Agreement is executed in 3 counterparts,
each having the force of an original, where each
contracting party shall receive one couterpart.

Tato smlouva je vyhotovena v Ceské a anglické
verzi. V pfipad€ rozporu mezi obéma jazykovymi
verzemi je rozhodujici Ceska verze.

Tato smlouva je vyhotovena ve 3 stejnopisech
s platnosti originalu, pfi¢emz kazda smluvni strana
obdrzi po jednom.

By the signatures below, the parties acknowledge
and agree to the terms contained in this Agreement.

Nize uvedenymi podpisy strany vyjadiuji svij
souhlas s podminkami této smlouvy.

For/ Za Covance Inc.
Name / Jméno:
Title / Funkce:

For/ Za Covance Inc.
Name / Jméno:
Title / Funkce:

For and on behalf of / Za a jménem VSeobecné fakultni

nemocnice v Praze
Name / Jméno: XXX
Title / Funkce: Director / feditelka

Date / Datum

Date / Datum

Date / Datum
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Expert statement:

I, XXX, radiologist providing PET-CT for this
clinical trial of medicinal products hereby confirm
that 1 familiarized myself with the protocol and all
documents provided by the Sponsor concerning
PET-CT examinations. I was made familiar with the
Agreement concluded between Covance, Inc., F.
Hoffmann—La Roche Ltd. (Sponsor) and the
Vseobecna fakultni nemocnice v Praze, and I will
comply with obligations set out therein for the
Expert, and/or obligations under Good Clinical
Practice.

In Prague on:

Expert signature:

Prohlaseni odbornika:

Ja, XXX, radiolog provadeéjici PET-CT pro toto
klinické hodnoceni léciv timto potvrzuji, Ze jsem se
seznamil(a) s protokolem a vSemi dokumenty
predanymi  zadavatelem k provedeni PET-CT
vySetieni. Byl(a) jsem sezndmen(a) se smlouvou
uzavienou mezi Covance Inc., F. Hoffmann—La
Roche Ltd. (zadavatel) a Vseobecnou fakultni
nemocnici v Praze a budu dodrzovat povinnosti
vni  stanovené  odbornikovi ¢i  povinnosti
vyplhyvajici ze Spravné klinické praxe.

V Praze dne:

podpis odbornika:
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