Agreement on joint execution of a research
project

Between

Goethe-Universitat Frankfurt
Represented by the President
Theodor-W.-Adorno-Platz 1
60323 Frankfurt
Germany

1. Responsible Director of Department:
Professor Dr H. Serve, Director of Med. Clinic
Il
2. Study Coordinator and Sponsor

Representative: N
I

Postal address of Study Coordinator and

Sponsor Representative [ GzczNG
I

University Hospital
Med. Clinic Il
Theodor Stern Kai 7
60590 Frankfurt
Germany

Hereafter referred to as the “Sponsor”
And
Provider/Test Center:
University Hospital Hradec Kralove
Sokolska 581
500 05 Hradec Kralove - Novy Hradec Kralové
Czech Republic
Represented by
prof. MUDr. Vladimir Palicka CSc., dr. h. c.
and
Principal Investigator (Pl):

Department of Oncology a radiotherapy
Hereafter referred to as the “Investigator”

§ 1 Subject of the agreement

Smlouva o spolecné realizaci vyzkumného
projektu

mezi

Goethe-Universitat Frankfurt,
univerzitou zastoupenou svym rektorem
Theodor-W.-Adorno-Platz 1
60323 Frankfurt
Némecko

1. Odpovédny vedouci zafizeni: Profesor Dr.
H. Serve, feditel Lékarské kliniky Il

2. Studijni koordinator a zastupce zadavatele:
Profosor N
Postovni adresa studijniho koordinatora a
zastupce zadavatele —:

University Hospital
Med. Clinic Il
Theodor Stern Kai 7
60590 Frankfurt
Némecko

Dale jen ,zadavatel klinického hodnoceni*
A

Poskytovatelem
Fakultni nemocnici Hradec Kralové
Sokolska 581
500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika

zastoupenou

prof. MUDr. Vladimirem Pali¢kou, CSc., dr. h.
c.
a

Hlavni zkousejici (Pl):

Klinika onkologie a radioterapie
Dale jen ,ZkouSejici“

§ 1 Pfedmét smlouvy
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a multi-centre clinical trial, in which the
Investigator participates as a test centre
in accordance with the following

Estimated duration of contract

The estimated number of subjects included in
the clinical trial 306 in total in the Czech
Republic is 16 it means [JJlsubjects per site.

§ 2 Execution and responsibilities

(1) The Investigator conducts the Study
forming the subject of this agreement in
accordance with the protocol in the
version currently valid. This protocol is
considered to be an integral part of the
agreement and is binding with all its
amendments and additions. In the
event of conflicts between the

(2) Zadavatel klinického hodnoceni provadi
klinické hodnoceni na vlastni odpovédnost.
Klinické hodnoceni je nastaveno jako
multicentrické klinické hodnoceni, kterého
se zkousSejici UcCastni jako jedno z mist
provadéni klinického hodnoceni v souladu
s nasledujicimi ustanovenimi.
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Pfedpokladany pocet subjektd
zafazenych do klinického hodnoceni je
306 celkem, vCR pak 16, ti. | I5zIN
subjektl hodnoceni na jedno pracovisté.

§ 2 PInéni smlouvy a odpovédnosti

(1) ZkousSejici provadi klinické hodnoceni,
které tvofi predmét této smlouvy,
vsouladu s protokolem klinického
hodnoceni v aktualné platné verzi.
Tento protokol klinického hodnoceni se
povazuje za nedilnou soucést této
smlouvy a je zavazny vcetné vSech
svych zmén adodatki. V pfipadé
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provisions of this agreement and the
conditions of the protocol the conditions
of the protocol shall take precedence in
medical matters and the provisions of
this agreement shall take precedence
in legal matters.

The Sponsor accepts sponsoring
responsibility and delegates the
associated tasks to the Pl (Principal
Investigator). At the same time, the PI
is the Investigator of the Study centre
and delegates some of the tasks
associated with the clinical trial to the
Investigator.

The Sponsor will apply for the
necessary authorisations from the
ethics committee responsible and the
supervisory authority responsible. The
Investigator undertakes to convey all

the  necessary information and
documents to the Sponsor through the
Pl which are required for

implementation of the approval process
(e.g. curriculum vitae, information on
suitability of the test facility etc.). ThePI
will nominate a deputy. Immediately
after receipt of the approval or ethics
committee vote in favour the Sponsor
undertakes to provide the Investigator
and the provider with a copy of these
documents.

The start of the trial is conditional upon
a consenting appraisal from the ethics
committee and approval from the
responsible supervisory authority being
in place and upon all notifications
required by law having been effected.

The research project concerns a clinical trial
such that the compliance of the parties with the
regulations applicable for the same is required
in accordance with all relevant Czech legislation,
in particular Act No. 378/2007 Coll., on Medici-
nal Products and on Amendments to Certain
Related Acts (the Pharmaceuticals Act), Act No.
372/2011 Coll. on healthcare services, as
amended, including the implementing regulati-

rozporu mezi ustanovenimi  této
smlouvy  apodminkami  protokolu
klinického hodnoceni jsou urCujici
podminky protokolu klinického
hodnoceni, pokud jde o I|ékarské
zalezitosti, a ustanoveni této smlouvy,
pokud jde o pravni zalezitosti.

(2) Zadavatel klinického hodnoceni pfijiméa
odpovédnost zadavatele a deleguje
souvisejici  Ukoly na  hlavniho
zkousejiciho (Principal Investigator). Pl
je zaroven zkouSejicim v misté
provadéni klinického hodnoceni
a deleguje nékteré z ukolu spojenych
s klinickou studii na ZkouSejici.

Zadavatel klinického hodnoceni podéa

zadost 0 nezbytna souhlasna
stanoviska udélovand odpovédnou
etickou komisi a odpovédnym

regulaénim organem. ZkousSejici se
zavazuje predavat zadavateli klinického
hodnoceni vSechny nezbytné
informace a dokumenty, které jsou
pozadovany k realizaci schvalovaciho
procesu (napf. Zivotopisy, informace o
vhodnosti mista provadéni klinického
hodnoceni atd.). Hlavni zkouSejici
jmenuje svého zastupce. Zadavatel
klinického hodnoceni se zavazuje, zZe
zkouSejicimu a poskytovateli poskytne
kopii  schvaleni nebo  kladného
vyjadieni etické komise okamZité po
obdrzeni téchto dokumentu.

Zahajeni  klinického hodnoceni je
podminéno  existenci  souhlasného
vyjadreni etické komise a schvaleni od
odpovédného regulaéniho organu a
nabytim ucinnosti  v8ech oznameni
pozadovanych zakonem.

Vyzkumny  projekt se tykd klinického
hodnoceni, pfi kterém je vyZzadovano, aby
strany, které ji provadi, dodrzovaly predpisy
platné pro klinické hodnoceni. v souladu se
véemi prislusnymi pravnimi predpisy Ceské
republiky, zejména zakonem ¢&. 378/2007 Sb., o
léCivech a o zménach nékterych souvisejicich
zakonl (zé&kon o IéCivech), z&konem ¢.
372/2011  Sb., o zdravotnich sluzbach, v
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ons on these laws (in particular Decree No.
226/2008 Coll., establishing good clinical practi-
ce and more detailed conditions for the clinical
evaluation of drugs);

- The recommendations of the World Medical
Association declaration of Helsinki in its
current version including amendments as
defined in the record;

- The International  Conference on
Harmonisation Harmonised Tripartite
Guidelines for Good Clinical Practice (“ICH
GCP”);

- The current guidelines and directives of the
EU concerning clinical studies including
directive 2001/20/EC;

- The provisions of this agreement and the
Study protocol in its current form;

- All Study-specific instructions of the sponsor.

Furthermore, all applicable data protection
provisions must be observed and measures
must be taken to prevent unauthorised or
unlawful processing, unapproved disclosure
and unintentional loss, destruction or damage
of personal data.

All data transfers will comply with European Par-
liament and Council Regulation 2016/679 (GD-
PR).

§ 3 Further obligations of the Sponsor

The Sponsor will take out the clinical trial test
person insurance required by § 52 paragraph.
3 point. f) of the Act no. 378/2007 Coll.
Through the Pl each Investigator involved will
be informed of the results of the
pharmacological-toxicological trial and of
expected risks associated with the clinical trial
by the Sponsor via the local Investigator. The
Sponsor  will provide the investigator
information of the compound used in the trial in
appropriate  form to all  Investigators
(Investigator's  brochure and/or specialist
information).

§ 4 Further obligations of the Test Centre

platném znéni, vcetné provadécich predpist
ktémto zakonim (zejména vyhlaSkou ¢&.
226/2008 Sb., o spravné klinické praxi a
bliz8ich podminkach klinického hodnoceni
léCivych pfipravku):

- Doporuceni Helsinské deklarace Svétové
lékafské asociace v aktualnim znéni, vcetné
zmén definovanych v protokolu;

- Mezinarodni konference o harmonizaci -
harmonizované tripartitni pokyny pro spravnou
klinickou praxi (,ICH GCP®);

- Aktualni pokyny a smérnice EU tykajici se

klinickych  hodnoceni, v€etné  smeérnice
2001/20/ES;
- Ustanoveni této smlouvy a protokolu

klinického hodnoceni v jeho aktualnim znéni;
- VesSkeré pokyny zadavatele klinického
hodnoceni tykajici se klinického hodnoceni.

Dale se musi dodrzovat vSechna ustanoveni
tykajici se ochrany udaju a musi se pfijmout
opatfeni  branici neopravnénému  nebo
nezakonnému zpracovani, neschvalenému
zpfistupnéni a neumysiné ztraté, zni€eni nebo
poskozeni osobnich udaja.

Veskeré predavani udaji bude splfhovat poza-
davky nafizeni Evropského parlamentu a Rady
(EU) 2016/679 (GDPR).

§ 3 Dalsi povinnosti zadavatele klinického
hodnoceni

Zadavatel klinického hodnoceni je povinen
uzaviit pojisténi subjektl zafazenych do
klinického hodnoceni podle § 52 odst. 3 pism.
f) zakona €. 378/2007 Sb.

Kazdy zkouSejici bude zadavatelem
informovan o vysledcich  farmakologicko-
toxikologické zkousky prostfednictvim hlavniho
zkouSejiciho a o oCekavanych rizicich
spojenych s klinickym hodnocenim
prostfednictvim mistniho zkousejiciho.
Zadavatel klinického hodnoceni je povinen
poskytnout v pFislusné formé vSem
zkousejicim informace o pfipravku
pouzivaném ve studii (soubor informaci pro
zkouSejiciho nebo odborné informace pro
zkousejiciho).

§ 4 Dalsi povinnosti mista provadéni
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The  Provider commissions the
Investigator with local execution of the
trial as the official task of the same.
The Investigator accepts the
assignment by signing.

The Investigator undertakes to create
the equipment and staff conditions for
execution of the trial and to maintain
them throughout the Study. The
Investigator receives the Investigational
medicinal products free of charge (cf. §
5) and the Investigator moreover
undertakes to provide the necessary
conditions for performance of clinical
trial.

In the course of the execution of the
Study the Investigator will use no
services of people who are prohibited

The Investigator further undertakes to
conduct the Study in accordance with
the protocol. The CRFs will be
completed immediately and in full and
sent in pseudonymised form to the
representative of the Sponsor. Queries
from the Sponsor will be answered
immediately. The CRFs will be signed
by a medical member of the study team
after corresponding delegation by the
Investigator.

The Investigator is obliged to report
adverse events occurring during the
Study and particularly SAEs to the
Sponsor’s representative in due time in
accordance with the protocol. [l

I The Investigator

undertake to provide all additional
information required for fulfilment of
any reporting obligations by the
Sponsor or authorisation holder of the
Investigational medicinal products. The
Study staff will undergo appropriate
training on the reporting of adverse

klinického hodnoceni

(1)

(5)

Hlavni zkouSejici povéfuje zkousejiciho
provedenim  klinického  hodnoceni
vdaném misté jako jeho oficidlnim
Ukolem. Zkousejici takové povéreni
pfijima svym podpisem.

ZkouSejici se  zavazuje  vytvofit
podminky ve smyslu technického a
persondlniho zajiténi pro realizaci
klinického hodnoceni a udrzovat je po

celou dobu klinického hodnoceni.
ZkouSejici obdrzi hodnocené |écCive
pfipravky  sledované v  klinickém

hodnoceni zdarma (srovnej § 5) a
Zkousejici se navic zavazuje zajistit
nezbytné podminky pro realizaci
klinického hodnoceni.

ZkouSejici nebude v prabéhu realizace
klinického hodnoceni vyuzivat sluzby
osob, kterym ufad FDA udélil zakaz.

Dale se ZkouS$ejici zavazuje provadét
studii v souladu s protokolemklinického

hodnoceni. Formulare zaznam(
subjektt  hodnoceni (CRF) budou
vyplnény okamZité bezezbytku a
zaslany v pseudonymizované podobé
zastupci zadavatele klinického
hodnoceni. Dotazy zadavatele
klinického hodnoceni budou
zodpovézeny okamzité. Formulare

CRF podepise Iékafsky €len studijniho
tymu po odpovidajicim zmocnéni
udéleném zkousSejicim.

ZkousSejici je povinen hlasit nepfiznivé
ptihody, ke kterym dojde béhem
klinického hodnoceni, a zejména
zavazné nepfiznive pfihody (SAE),

zastupci zadavatele a to v€as a podle
protokolu

klinického hodnoceni.

ZkouSejici se
zavazuje poskytovat vSechny
dodate¢né informace pozadované ke
splnéni  jakychkoliv  oznamovacich
povinnosti ze strany zadavatele
klinického hodnoceni nebo drzitele
opravnéni k hodnocenému IéCivému
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(10)

events if and insofar as the Sponsor
reasonably considers this necessary.
The Investigatorill document the
performance of this training with
signatures of the participants and make
the documentation available to the
Sponsor on request. Initial training will
be performed by sponsor in a
webconference.

The Investigator will inform the monitor
and sponsor representative
immediately of relevant deviations in
the application of the Investigational
medicinal products. Other relevant
deviations will be documented in the
CRFs in accordance with the definitions
recorded in the protocol.

Only subjects who have properly
consented to it may be included in the
Study forming the subject of the written
agreement. The patient information
together with declaration of consent is
to be used to this end. The relevant
data protection provisions must be
observed.

The Investigator is solely responsible
for proper treatment of the subject of
the Test Centre.

The Investigator will keep the complete
Investigator Site File and the original
files of the clinical trial subjects in
legally admissible form for at least 15
years after termination or abortion of
the trial unless longer retention
requirements apply due to other
provisions. The Sponsor will inform the
Investigator of the end of the clinical
trial.

The Provider shall make free
archiving for 5 years in accordance with
Act No. 378/2007. For the next 10

(10)

pfipravku sledovanému v klinickém

hodnoceni. Persondl klinického
hodnoceni  absolvuje  odpovidajici
Skoleni 0 podavani zprav 0

nepfiznivych pfihodach, pokud takové
Skoleni zadavatel klinického hodnoceni
divodné povazuje za nezbytné.
Zkousejici povede dokumentaci
o provedeném S$koleni spolu s podpisy
UCastnikud, kterou na zadost zpfistupni
zadavateli klinického hodnoceni. Prvni
Skoleni zajisti zadavatel
prostfednictvim webové konference.

ZkouSejici bude monitora a zastupce
zadavatele okamzité informovat o
relevantnich odchylkach v podavani
hodnocenych léCivych pFipravki
sledovanych ve studii. Jiné relevantni
odchylky budou zdokumentovany v
CRF v souladu s definicemi
zaznamenanymi v protokolu.

Do Kklinického hodnoceni, které je
predmétem smlouvy, mohou byt
zafazeny pouze subjekty hodnoceni,
které s ni vyjadfily pisemny souhlas.
K tomuto ucelu se vyuZiji informace pro
pacienta spoleéné s  vyjadfenim
souhlasu. Musi se dodrZovat pfislusna
ustanoveni  tykajici se  ochrany
osobnich udaja.

Za ftadné zachazeni se subjektem
hodnoceni mista provadéni klinického
hodnoceni nese vyluénou odpovédnost
ZkouSejici.

ZkouSejici bude vest kompletni slozku
informaci pro zkous$ejiciho (Investigator
Site File, ISF) a pavodni slozky
subjektd hodnoceni v klinickém
hodnoceni v pravné pfipustné formé po
dobu nejméné 15 let po ukonceni nebo
preruseni klinického hodnoceni, pokud
neplati pozadavky na deldi dobu
uchovani podle jinych ustanoveni.
Zadavatel klinického hodnoceni bude
Zkousejiciho  informovat o  konci
klinického hodnoceni.

Poskytovatel
provadét

bude po dobu 5 let
bezplatnou archivaci
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(12)

years the provider will charge | R
. After signing

the contract, the invoice will be made.
The Sponsor notifies the Provider in
advance of 6 months from the end of
the Charged Archiving that it insists on
further archiving and will cover the
costs associated with it. In the event
that within the aforementioned period
the Contracting Authority does not
notify the request for further archiving
or does not pay the fee for further
archiving, the Provider is deemed to be
entitled to liquidate all the archived
Documents of the Study. Invoice for
archivation fee of ﬁ will be
invoiced once the contract is signed.

The Investigator undertakes to forward
to the respective members of the study
team involved with the Study at the
Provider all relevant information
provided to the Investigator by the
Sponsor. This applies particularly for
the statutory information obligations of
the Sponsor to all Investigators
involved (e.g. information obligation of
the Sponsor to all Investigators
concerning the results of the
pharmacological-toxicological trial and
expected risks associated with the
clinical trial as well as the SUSAR
reporting obligation of the Sponsor to
all Investigators involved).
Responsibility for internal forwarding of
information from the Sponsor within the
centre is thus delegated to the
Investigator.

The Investigator  undertake to
communicate all the relevant financial
information available to them on the
Financial Disclosure Form required by
the Sponsor for submission to the
ethics committees and  entitled
authorities in the Czech Republic and
abroad. During execution of the clinical
trial and for one year afterwards the

(12)

v souladu se zdkonem ¢&. 378/2007 Sb.
a dalSich 10 let bude provadet
zpoplatnénou archivaci za poplatek ve

vySi . Zadavatel
v pfedstihu 6 mésicd od ukonéeni
zpoplatnéné archivace oznami
poskytovateli, Zze trvd na dalSi
archivaci, a uhradi néklady stim
spojené. V pfipadé, Ze ve shora
uvedené |haté zadavatel nesdéli

pozadavek na dalSi archivaci nebo
neuhradi poplatek za provadéni dalSi

archivace, ma se za to, Ze je
Poskytovatel  opravnén  zlikvidovat
vSechny  archivované  dokumenty

Studie. Na zpoplatnénou archivaci ve
vySi bude vystavena faktura po
uzavieni smlouvy.

ZkouSejici se zavazuji preposlat
pfislusnym ¢lendm studijniho tymu
zapojenym do klinického hodnoceni v
misté Poskytovatele vSechny pfislusné
informace, které ZkouS$ejicimu poskytl

zadavatel klinického hodnoceni. To
plati zejména pro zakonné informacni
povinnosti zadavatele klinického
hodnoceni  va¢i v8em  zapojenym
zkouS$ejicim (napf. Informacni
povinnost zadavatele klinického
hodnoceni vuc¢i v8em zkouSejicim,

pokud jde o vysledky farmakologicko-
toxikologické zkousky a ocekavana
rizika spojena s klinickou studii a také
oznamovaci povinnost SUSAR, kterou
ma zadavatel klinického hodnoceni
vucéi v8em zapojenym zkouSejicim).
Odpovédnost za interni pfedavani
informaci od zadavatele klinického
hodnoceni v ramci mista provadéni
klinického hodnoceni se tak deleguje
na Zkousejiciho.

ZkouSejici se zavazuje sdélovat
veskeré relevantni finanéni informace,
které maji k dispozici, na formulafi pro
zvefejnéni finan¢nich informaci, ktery
zadavatel klinického hodnoceni
pozaduje pro Ucely predlozZeni etickym
komisim a opravnénym orgadnim v
Ceské republice. B&hem provadéni
klinického hodnoceni a po dobu
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Investigator undertake to update such
information immediately and to provide
it to the Sponsor. The Test Centre and
Investigator will ensure that these
obligations are imposed on all
employees involved with the Study.

§ 5 Investigational medicinal products

B he Investigational medicinal
productsis authorised as a drug in Europe
under the trade names Opdivo® and Yervoy®.
The Investigator undertakes to comply with the
respective current Investigator’s brochure
and/or current specialist information and with
the information on the test substances in the
Study protocol.

The Investigational medicinal  products
provided to the Investigator by the Sponsor
may be given only to subjects who have
consented in writing to participate in the Study
in accordance with §4 figure7 of this
agreement and assigned to the relevant
treatment group.

Moreover, written confirmation that the
subjects meets the requirements listed in the
Study protocol for treatment with the
Investigational medicinal products is required
from the Sponsor.

For the subjects in the comparison group the
Investigator will use medication which
corresponds to the “standard of care”.
Medications that are used in the comparison
group and correspond to the standard
treatment will not be provided by the Sponsor.
The Investigator is responsible for ensuring
that the subjects in the comparison group are
provided with these medications.

The treatment of subjects with a combined
therapy of Nivolumab and Ipilimumab or with
medication according to Standard of Care as a
monotherapy in the context of the Study is
possible only on condition that the Pharmacy
at Provider take on certain tasks which are

jednoho roku poté zkousejici
zavazuje takové informace
bezodkladné aktualizovat a poskytovat
je zadavateli klinického hodnoceni.
ZkouSejici zajisti, Zze tyto povinnosti
budou ulozeny vSem zaméstnancim
zapojenym do klinického hodnoceni.

se

§ 5 Hodnocené lécivé pripravky

léCivo sledované v Kklinickém
hodnoceni je v Evropé povoleno jako Iék pod
nazvy Opdivo® a Yervoy®.

ZkouSejici se zavazuje, Ze se bude Fidit
pfisluSsnou aktualni verzi Souboru informaci
pro zkousejiciho anebo odbornymi
informacemi pro zkou$ejiciho o zkouSenych
latkach a protokolem klinického hodnoceni.
Hodnocené |éCivé pripravky sledované v
klinickém  hodnoceni,  které  zadavatel
klinického hodnoceni poskytne Zkousejicimu,
Ize podavat pouze subjektim hodnoceni, které
vyjadrily svdj pisemny souhlas s UcCasti ve
studii v souladu s § 4 odst. 7 této smlouvy a
byly pfifazeny do relevantni IéCebné skupiny.
Od zadavatele klinického hodnoceni se navic
pozaduje pisemné potvrzeni, Ze subjekt
hodnoceni splfiuje pozadavky uvedené v
protokolu klinického hodnoceni pro podani
hodnoceného IéCivého pFipravku

U subjektd hodnoceni ve srovnavaci skupiné
pouzije ZkousSejici Srovnavaci pripravek, ktery
odpovidd ,standardu péce“. Zadavatel
klinického hodnoceni nebude zajistovat IéCiva,
ktera jsou pouZita ve srovnavaci skupiné a
odpovidaji standardni |é¢bé. Odpovédnost za
zajisténi podavani téchto IéCiv subjektim
hodnoceni ve srovnavaci skupiné nese
ZkouSejici.

Hodnocené

Lécba  subjektd  hodnoceni  kombinaci
Nivolumabu a Ipilimumabu nebo IéCivym
pripravkem, ktery je v souladu se ,standardni
péci“, formou monoterapie v ramci klinického
hodnoceni je mozna pouze za pfedpokladu, Ze
lékarna Poskytovatele pfijme urcité koly,
které jsou specifikovany v § 6.

Accordo centro analisi sul modello per la sperimentazione SUNNIFORECAST

Versione 1.3, 20.12.2016

Pagina 8 di 28




specified in § 6.

§ 6 Responsibilities of the Providers
Pharmacy.

(1) In the course of the Study the Pharmacy
takes on the tasks below:

Acceptance, checking of the temperature
logger, monitoring and documented
storage of Investigational medicinal
products Nivolumab and Ipilimumab. The
Investigational medicinal products are
supplied as Investigational —medicinal
products marked specifically for the Study
and correspond to the traded products

Opdivo® (Nivolumab) and Yervoy®
(Ipilimumab).

e Production of the preparations arising in
the course of the Study including

documentation of production (with respect
to the documentation reference is made to
the pharmacy manual).

Delivery and transport of the preparations
to the Test Centre requesting them.
Documentation of the delivery;
consultations with the Sponsor if applicable
in the case of non-compliance with the
temperature conditions.

Documentation of storage and
consumption  of the Investigational
medicinal products (drug account).
Documentation of destruction of
medication.

The Pharmacy provides infusion bags and
infusion lines. The payment included a flat
fee for this material.

the

Th
it has been
decided that the subject will receive no further

treatment phase ends when

Study medication. The Study should be
terminated 18 months after inclusion of the last
subject.

(3) Conditions for participation of the Phar-
macy in the Study are:

§ 6 Povinnosti Iékarny mista provadéni
klinického hodnoceni.

(1) V prabéhu klinického hodnoceni lékéarna
zodpovida za nasledujici ukoly:

e Prijeti, kontrola zaznamniku teploty,
monitorovani a dokumentovani ucho-
vavani hodnocenych Iéciv Nivolumab a
Ipilimumab. Hodnocené Iécivé pfiprav-
ky jsou dodavany jako hodnocené |égi-
vé pfipravky oznacené specificky pro
studii a odpovida obchodovanym pro-
dukttim Opdivo® (Nivolumab) a Yer-
voy® (Ipilimumab).

e Pfiprava hodnocenych Ié€ivych pfi-
pravkd v prubéhu klinického hodnoceni
v¢etné vedeni dokumentace o pfipravé
(s ohledem na odkaz k pfirucce pro lé-
karnu).

e Dodani a preprava hodnocenych |&c¢i-
vych pfipravkdl na misto provadéni kli-
nického hodnoceni, které je pozaduje.

e Vedeni dokumentace o dodavkach;
konzultace se zadavatelem klinického
hodnoceni, v pfipadé nedodrzeni tep-
lotnich podminek.

e Vedeni dokumentace o skladovani a
spotfebé hodnocenych IéCivych pfi-
pravku (lékovy prehled).

e Vedeni dokumentace o likvidaci hod-
nocenych Iécivych pfFipravku.

e Lékarna poskytne infuzni vaky a infuzni
sety. Platba zahrnuje pausalni poplatek
za tento material.

(2) |
]
I

I \ivolumab se
pak podava kazdé dva tydny. LéCebna faze
kon¢i, pokud bylo rozhodnuto, Ze subjektu
hodnoceni nebude podana dalsi studijni lé¢ba.
Klinické hodnoceni bude ukonéena 18 mésicu
po zarazeni posledniho subjektu hodnoceni.

(3) Podminky ucasti 1ékarny v klinickém hod-
noceni jsou:
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o Sending of a professional curricu-
lum vitae and certificates of GCP
training for the pharmacists involved
in the course of the Study

o Provision of a copy of the current
protocol by the Sponsor

o Existence of a positive vote by the
ethics committee and

) Fulfilment of statutory reporting and

notification obligations. The Phar-
macy transfers this reporting obliga-
tion to the Sponsor. The pharmacist
responsible consents to forwarding
to authorities and a central Phar-
macy of the name, position and
contact details of the same that are
connected with the clinical trial.

(4) Monitoring visits

The Pharmacy consents to checking of the
documentation of delivery, production, con-
sumption, return and/or destruction of the In-
vestigational medicinal products by the Study
monitor and agrees to monitoring visits by prior
appointment.

(5) Payment

The Sponsor undertakes to pay an initial flat
fee of I p'us any value added tax in-
curred for the services related to contract ne-
gotiation which were performed at the start of
the Study. The Pharmacy receives | N
from the Sponsor for the Study-specific addi-
tional expense for each preparation of the
Nivolumab and Ipilimumab Investigational me-
dicinal products provided. Invoice after the
contract signature.

(6) Confirmation from the Sponsor/client:

e Assurance is provided that the agree-
ment is formed with the Sponsor re-
gardless of sales transactions and
acquisition decisions.

¢ In the course of the Study the required
data concerning preparation and shelf
life of the study medications Nivolumab
and Ipilimumab are provided by the
central pharmacy on delivery. Assur-

e Zaslani odborného Zivotopisu a osvéd-
¢eni o Skoleni GCP farmaceutl zapo-
jenych do klinického hodnoceni

e Poskytnuti kopie aktudlniho protokolu
klinického hodnoceni zadavatelem Kli-
nického hodnoceni

e Existence schvalujiciho vyjadfeni pfi-
slusnych etickych komisi a

e PInéni zakonnych ohlaSovacich a
oznamovacich  povinnosti. Lékarna
pfevadi tuto oznamovaci povinnost na
zadavatele klinického hodnoceni. Zod-
povédny lékarnik souhlasi s tim, Ze bu-
de predavat autoritam a centralni
lékarné jmeéno, pozici a kontakini udaje
toho, kdo je zapojen do klinického hod-
noceni.

(4) Monitorovaci navstévy

Lékarna souhlasi s kontrolou dokumentace
dodavek, pfipravy, spotieby, vraceni a/nebo
likvidace hodnocenych IéCivych pfFipravki mo-
nitorem a souhlasi s kontrolnimi navstévami
monitora po pfedchozi domluvé.

(5) Platba

Zadavatel klinického hodnoceni se zavazuje
zaplatit pocatecni pausalni poplatek ve vySi
B o'us veskeré dané z pridané hodno-
ty vynalozené na sluzby souvisejici
s projednanim smlouvy, s provedenim na za-
¢atku klinického hodnoceni. Fakturace po

podpisu smlouvy.
Lékarna obdriih od zadavatele klinic-
kého hodnoceni za dodate¢né vydaje pfi pfi-

pravé  jednotlivych  hodnocenych  |éCiv
Nivolumab a Ipilimumab.

(6) Potvrzeni od zadavatele klinického hodno-
ceni /klienta:

e Je zajisténo, Ze smlouva se Zadavate-
lem klinického hodnoceni je uzaviena
bez ohledu na prodejni transakce a
rozhodnuti o akvizici.

e Vprabéhu klinického hodnoceni jsou
poZadované udaje, tykajici se pfipravy
a trvanlivosti hodnocenych Iécivych
pfipravkd Nivolumab a Ipilimumab, po-
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ance is provided that the production of
the Investigational medicinal products
in accordance with this information re-
sults in application-ready drugs of the
required quality.

(7) Confirmation from the Pharmacy

Assurance is provided that the aforementioned
tasks of the Pharmacy will be fulfilled in accor-
dance with accepted pharmaceutical rules and
statutory requirements (particularly GMP,
GCP, GLP, Act on Pharmaceuticals (Act No.
378/2007 Sb.) in the respective current ver-
sion). On request the Pharmacy will provide
the Sponsor with the complete documentation
in connection with the Study and Investigatio-
nal medicinal products for inspection.

(8) Payment terms

All the payments to be paid to the bank
account of Provider. Payments are made after
invoicing by the pharmacy on completion of the
treatment of the respective subject. The
Sponsor is the invoice recipient and invoices
are to be sent to the following address:

Dr N. Goékbuget

Frankfurt University Hospital, Med. Clinic Il
Theodor-Stern-Kai 7

60590 Frankfurt am Main

Germany

The investigational medicinal products will be
delivered to the hospital pharmacy, always in
properly packaged containers intended for the
investigational medicinal products and marked
in accordance with GCP.

Deliveries of the investigational medicinal pro-
ducst will take place on Mon-Fri from 7:00 am
to 2:00 pm in the hospital pharmacy building.

§ 7 Responsibilities of the implementing
facility, hereafter referred to as “Radiol-

ogy .

Radiological examinations in accordance with
the current treatment standard are required for

skytovany centralni 1ékarnou pfi doda-
ni. Je zajisténo, Ze vysledkem pfipravy
hodnocenych |éCivych pfipravkd v sou-
ladu s témito informacemi, jsou hodno-
cené lecivé pripravky pfipravené
k aplikaci v pozadované kvalité.

(7) Potvrzeni od Iékarny

Je zajisténo, Ze vySe uvedené Ukoly lékarny
budou splnény v souladu s pfijatymi farmaceu-
tickymi pravidly a zakonnymi pozadavky
(zejména GMP, GCP, GLP, zakonu o |éCivech
¢. 378/2007 Sb. v pfislusné aktudlni verzi). Na
vyzadani poskytne Lékarna Zadavateli klinic-
kého hodnoceni kompletni dokumentaci tykaji-
ci se klinického hodnoceni a hodnocenych
léCivych pfipravkl ke kontrole.

(8) Platebni podminky

Veskeré platby se zasilaji na bankovni Gcet
Poskytovatele. Platby se provadéji na zakladé
fakturace lékarny po dokonceni IéCby pfislus-
ného subjektu hodnoceni. Zadavatel klinického
hodnoceni je pfijemcem faktury a fakturu je
tfeba zaslat na nasledujici adresu:

Dr N. Gékbuget

Frankfurt University Hospital, Med. Clinic Il
Theodor-Stern-Kai 7

60590 Frankfurt am Main

Némecko

Hodnocené |écivé pripravky budou dodavany
do nemocni¢ni Iékarny vzdy v fadné zabale-
nychnadobéch, které jsou pro tyto pfipravky
uréeny a které jsouoznaceny v souladu se-
spravnou klinickou praxi.

Dodavky hodnoceného léCivého pfipravku se
budou uskutechovat od pondéli do patku
v dobé 7:00-14:00 h vbudové nemocnicni
lékarny.

§ 7 Povinnosti provadéciho zarizeni, dale
jen ,Radiologie®.

Radiologické vySetfeni v souladu se soucas-
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the Study subjects according to the protocol
for the Study. CT or MRI examinations can be
conducted here as decided locally by the In-
vestigator.

(1) Services from Radiology

On the basis of the examination specified in
the preamble Radiology will provide the follow-
ing additional services in the course of the
clinical trial in compliance with all current regu-
lations and laws. A diagnosis in accordance
with RECIST 1.1. and/or irRECISTin accor-
dance with the protocol for which a maximum
of 7 examinations are required should be pro-
duced in English by Radiology.

(2) Payment

The Sponsor will pay as follows for the
radiological services to be provided in
accordance with clause (1):

As the radiological examinations correspond to
the standard of care no costs are reimbursed
for them.

The following are reimbursed for the additional
cost of the diagnosis:

Setup of the Study: [ I GG

Per Recist diagnosis:

The stated prices are inclusive of all costs for
infrastructure internal charges, personnel etc.
Statutory value added tax must be paid in ad-
dition if applicable.

Invoicing for the services provided by the the
“Radilogy” is effected on 31 January and 31
July for the services provided to this date.

After receipt of a proper invoice and receipt of
the list of services performed payment will be
made by the “Sponsor” within 40 days.

The billing address is:

Goethe University Frankfurt

c/o Frankfurt University Hospital
Dr. Nicola Gékbuget

Med. Clinic I

nym standardem lécby je pro subjekty hodno-
ceni vyzadovano podle protokolu klinického
hodnoceni. CT vyS$etfeni nebo vysSetfeni MRI
muUze byt provedeno lokalné, podle rozhodnuti
zkousejiciho.

(1) Sluzby radiologie

Na zakladé vySetfeni uvedeného v preambuli
poskytne Radiologie v prubéhu klinického
hodnoceni nasledujici doplfikové sluzby v sou-
ladu se vSemi platnymi pfedpisy a zakony.
Diagnostika podle RECIST 1.1. a/nebo irRE-
CIST, jak je definovano v protokolu, pro kterou
je pozadovano maximalné 7 vySetfeni, by méla
byt radiologii vypracovana v anglictiné.

(2) Platby

Za poskytnuti radiologickych sluzeb podle
ustanoveni (1) plati nasleduijici:
Vzhledem k tomu, Ze radiologicka vysSetfeni
odpovidaji standardni péci (standard of care),
naklady na né nebudou zadavatelem klinické-
ho hodnoceni hrazeny.

Dodate¢né naklady na diagnostiku budou
hrazeny takto:
Nastaveni klinického hodnoceni: | Gz
(jednorazoveé)

Diagnostika podle Recist: || EGzG

Uvedené ceny zahrnuji vSechny naklady na
interni poplatky za infrastrukturu, pracovniky
apod. Zakonna dan z pfidané hodnoty musi
byt zaplacena, pokud je to tfeba.

Fakturace za sluzby poskytované provadécim
zafizenim "Radiologie" se provadi k 31. lednu
a 31. Cervenci za sluzby poskytnuté k tomuto
datu.

Po obdrzeni fadné faktury a prevzeti seznamu
provedenych sluzeb bude platba provedena
"Zadavatelem klinického hodnoceni " do 40
dnd od vystaveni faktury.

Fakturacni adresa je:

Goethe University Frankfurt

c/o Frankfurt University Hospital
Dr. Nicola Gokbuget

Med. Clinic Il
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Theodor-Stern-Kai 7 Theodor-Stern-Kai 7

60590 Frankfurt am Main 60590 Frankfurt am Main

Germany Germany

All payments are made to the Provider's bank | VeSkeré platby jsou provadény na bankovni
account. ucet Poskytovatele.

§ 8 Quality assurance § 8 Zajisténi kvality

(1) Primary responsibility for execution of (1) Primarni odpovédnost za provadéni

the Study at the Provider lies with the
respective  Investigator. He can
delegate Study-related tasks within the
Test Centre to cooperating persons in
which case he is responsible for Study-
specific staff training. This delegation of
tasks must be recorded in a delegation
log with precise allocation of the task
and respective person taking on the
task and filed in the Study folder (ISF).
Such a list of Study-related tasks to be
assigned can be found in the
delegation log for this Study. By signing
the delegated tasks the respective
person confirms that the corresponding
tasks have been accepted, that all
information required for performance of
the tasks has been passed on and that
the tasks have been performed
correctly. The personnel involved with
the Study is qualified accordingly and in
line with Good Clinical Practice.

The following core tasks of the Study
may be delegated only to doctors:
- Checking the inclusion and
exclusion criteria;
- Patient information and Study
inclusion;

klinického hodnoceni v misté
Poskytovatele nese prislusny
zkou$ejici. Muaze delegovat Ukoly
souvisejici s klinickym hodnocenim v
ramci mista provadéni klinického
hodnoceni na spolupracujici osoby,
pficemz v takovém pfipadé nese
odpovédnost za S$koleni personalu
tykajici se klinického hodnoceni. Toto
delegovani ukold musi byt
zaznamenano v soupisu delegovanych
pravomoci s pfesnym pfidélenim ukolu
a oznacenim pfislusné osoby, ktera se
daného ukolu ujme, a musi byt vloZzeno
do slozky informaci o studii pro
zkousejiciho (ISF). Takovy seznam
ukoll souvisejicich se studii, které maji
byt pfidéleny, je mozné nalézt
v soupisu  delegovanych pravomoci
u tohoto klinickeho hodnoceni.
Pfislusnd osoba svym podpisem
pfipojenym k delegovanym Ukolim
potvrzuje, Ze odpovidajici ukoly byly
pfijaty, vSechny informace pozadované
k plnéni Ukolu byly pfedany a ukoly
byly spravné provedeny. Pracovnici
zapojeni do klinického hodnoceni maji
odpovidajici kvalifikaci v souladu se
spravnou klinickou praxi.

Nasledujici zakladni ukoly klinického
hodnoceni mohou byt delegovany
pouze na lékare:
- Kontrola kritérii zafazeni do
klinického hodnoceni a vyfazeni
z klinického hodnocenti;

- Signing and thus acceptance of - Informace pro pacienta
the  documentation  forms, a zafazeni do klinického
queries and SAE reports; hodnoceni;

- Prescribing the Investigational - Podepsani a tedy pfijeti
medicinal products; formularu dokumentace,

- Evaluation, assessment and pripominek a hlaseni SAE;
signing off investigation results - Predepisovani hodnocenych
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relating to the Study with
respect to Study-related aspects
(e.q. dose modifications,
abortion, interrupted
administration of the trial
compound, assessment of the
connection between AE or SAE
and the trial compound);

- Assessment of the AEs and
SAEs with respect to degree of
severity and connection with
individual medications.

The Investigator undertakes to
participate in quality assurance
measures of the Sponsor and to
actively support the same with such.
The Investigator will  particularly
facilitate access to the test facility for
the Sponsor or the representative of

the same during normal business
hours, inspection of the required
documents  (monitoring) by  prior

appointment and the performance of
audits.

The parties to the agreement are aware
that those involved with a clinical trial
are subject to official monitoring. The
Investigator will therefore also support
the Sponsor with the completion of
inspections by the authorities and
participate in these if applicable. The
Investigator will advise the Sponsor’s
representative immediately by fax or e-
mail of planned monitoring measures.

The Investigator particularly also
agrees to monitors of the Sponsor and
if applicable inspectors from the
authorities  inspecting the original
subject documents in accordance with
the declaration of consent of the

léCivych pfipravkd sledovaného
v klinickém hodnoceni;

- Vyhodnoceni, posouzeni
astvrzeni  vysledkld  Setfeni
souvisejicich s klinickym
hodnocenim, pokud jde o
aspekty souvisejici s klinickym
hodnocenim  (napf.  Upravy
davek, zastaveni klinického

hodnoceni, pferuseni podavani
hodnocenych a srovnavacich
léCivych pFipravka pouzivanych
ve studii, vyhodnoceni
souvislosti mezi AE nebo SAE a
hodnocenych Ié€ivych pfipravkd
pouzivaného ve studii), vlastnim
podpisem:;

- Vyhodnoceni AE a SAE
s ohledem na miru zavaznosti a
souvislosti s jednotlivymi I&Civy.

ZkousSejici se zavazuje, ze se zapoji do
opatreni zadavatele klinického
hodnoceni k zajis§téni kvality a poskytne
mu v této véci aktivni podporu.
Zkousejici zejména usnadni zadavateli
klinického hodnoceni nebo jeho
zastupci pfistup do mista provadéni
klinického hodnoceni béhem obvyklé
pracovni doby, nahlizeni do zdrojové
dokumentace  subjektt  hodnoceni
(monitorovani) na zakladé predbézné
domluvy a provadéni auditd.

(3) Strany smlouvy si jsou védomy, Zze

osoby  zapojené do  klinického
hodnoceni jsou pfedmétem oficialniho
monitorovani. ZkouSejici proto také
podpofi zadavatele klinického
hodnoceni pfi dokonovani kontrol ze
strany Ufadd a v pfisludnych pfipadech
se jich zucastni. ZkouSejici bude
zastupce zadavatele klinického
hodnoceni o planovanych kontrolnich
opatfenich okamzité informovat faxem
nebo e-mailem.

ZkousSejici také zejména souhlasi s tim,
ze osoby provadejici dohled jménem
zadavatele klinického hodnoceni
a pripadné inspektofi Gfadd budou
provadét kontroly pudvodni (zdrojové)
dokumentace subjektd hodnoceni v
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§ 9 Departure of

subject.

the Investigator /

representation of the Investigator

(1)

In the event that the appointed
Investigator is unable to continue to
conduct the clinical trial the Provider
will appoint a successor so that
continuous supervision of the clinical
trial by an investigator is guaranteed.
To this end the Provider will notify the
Sponsor of the expected change of
Investigator at least two months in
advance and appoint the intended
successor. The intended successor
must be adequately qualified and an
employee of the Provider. The Sponsor
has the right to check the suitability of
the intended successor and to reject
the same in the case of lack of
suitability. The intended successor of
the Investigator may  moreover
commence the activity only once the
Sponsor has notified the Test Centre
that the approvals required for the
change are in place. The Provider must
familiarise the successor with the
clinical Study and place the same
under obligation to comply with this
agreement. If no successor or no
suitable successor to the Investigator is
found then § 14 par. 2 applies.

In the event that the Investigator is
absent only temporarily (e.g. holiday or
illness) the Test Centre will appoint a
representative on commencement of
the agreement who is a medical
member of the study team of the Study.

§ 10 Allowance for expenses

(1)

souladu s vyjadienim souhlasu

subjektu hodnoceni.

§ 9 Odstoupeni / zastupovani zkousejiciho

(1)

V pfipadé, Ze jmenovany zkousejici
neni schopen pokraCovat v provadéni
klinického hodnoceni, Poskytovatel
jmenuje jeho nastupce, aby mohl byt
zarucen trvaly dohled zkouSejiciho nad
klinickym  hodnocenim. Za timto
UCelem bude Poskytovatel informovat
zadavatele klinického hodnoceni o
oCekavané zméné zkousSejiciho
nejméné dva meésice pfedem a
jmenuje  zamySleného  nastupce.
ZamyS8leny  nastupce  musi  mit
odpovidajici kvalifikaci a musi byt
zaméstnancem Poskytovatele.
Zadavatel klinického hodnoceni ma
pravo provéfit vhodnost zamys$leného
nastupce a zamitnout jej v pfipadé,
kdy vhodny nebude. Zamysleny
nastupce zkouSejiciho muze navic
zahajit svoji ¢innost teprve v okamziku,
kdy  Zadavatel = oznamil = mistu
provadéni klinického hodnoceni, zZe
byly ziskany pozadované souhlasy s

danou zménou. Poskytovatel musi
nastupce seznamit s  klinickym
hodnocenim a zavazat jej k

dodrzovani této smlouvy. Nebude-li
nalezen zadny nastupce nebo vhodny
nastupce zkouS$ejiciho, plati § 14
odst. 2.

Pro pfipady, kdy je zkouSejici
nepfitomen pouze docasné (napf.
zdlvodu dovolené nebo nemoci),
jmenuje misto provadéni klinického
hodnoceni jeho zéastupce k datu
ucinnosti této smlouvy. Tento zastupce
je €lenem studijniho tymu v klinickém
hodnoceni.

§ 10 Castka vyélenéna na vydaje
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the contract

The invoice will be issued after signing
the contract.lt is agreed between the
parties that the amounts constitute
gross amounts (exl. VAT). The Test
Centre is responsible for any fiscal
handling of the allowance for expenses.

Invoicing is effected by the Provider on

Strany se mezi sebou dohodly, ze
uvedené C&astky znamenaji hrubé
Castky (bez DPH). Misto provadéni
klinického hodnoceni nese
odpovédnost za darfové a Ucetni
zpracovani prispévku vyclenéného na
vydaje.

Faktury vystavuje Poskytovatel k 31.
lednu a 31. Ccervenci za sluzby
poskytnuté k tomuto datu.
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31% January and 31%" July for the
services provided to that date.

All payments will be paid to the account
provider:

Holder:
Kralove
Bank: Ceska narodni banka

IBAN: CZ9307100345340024639511
Variable symbol: invoice number

Fakultni nemocnice Hradec

The sponsor undertakes not to conclude a
separate contract for this clinical trial with the
investigator or any collaborating person.

(3)

The agreed allowance for expenses is
omitted or reduced in the case of
complete or partial non-compliance with
the regulations of the protocol despite
warnings or if the data are entirely or
partially impossible to evaluate due to
lacking or implausible information
despite a correction period.

If the Study is aborted after it begins or
the Test Centre is closed then only a
pro rata entitlement exists for the
subjects recruited who can be
evaluated in full up to the time of
abortion. The Test Centre must
immediately pass on the data already
collected up to this time to the Pl as the
representative of the Sponsor.

Payment is made after invoicing by the
Test Centre. Invoices are due within 40
days of issuing the invoice.

The Provider undertakes to charge
neither the subject nor the health
insurance company of the subject for
the Investigational medicinal products
Nivolumab and Ipilimumab provided by
the Sponsor.

(6)

Veskeré platby budou uhrazeny na Gcet
poskytovatele:

Drzitel: Fakultni nemocnice Hradec
Kralové

Banka: Ceska narodni banka

IBAN: CZ9307100345340024639511
Variabilni symbol: &islo faktury
Zadavatel se zavazuje, Zze neuzavie se
zkousSejicim ani s zadnou
spolupracuijici osobou separatni
smlouvu na toto klinické hodnoceni.

Zadavatel se zavazuje, Zze neuzavie se
zkouS$ejicim ani s zadnou
spolupracujici osobou samostatnou
smlouvu na toto klinické hodnoceni.

Dohodnuta ¢astka vy€lenéna na vydaje
se rusi nebo sniZzuje v pfipadé, kdy
i pfes upozornéni do$lo k celkovému
nebo ¢aste¢nému nedodrzeni nafizeni
protokolu klinického hodnoceni, nebo v
pfipadech, kdy neni mozné i pres
opravné obdobi vibec nebo &astecné
vyhodnotit udaje z duvodu chybéjicich
nebo nevérohodnych informaci.

Pokud dojde k pred€asnému ukonc&eni
klinického hodnoceni po jejim zahjeni
nebo uzavieni mista  provadéni
klinického hodnoceni, bude existovat
pouze pomeérny narok u subjektl
hodnoceni ziskanych pro ucast v
klinickém hodnoceni, u kterych je
mozné provést Uplné vyhodnoceni do
okamziku ukonc&eni klinického
hodnoceni. Misto provadéni klinického
hodnoceni musi do té doby
shromazdéné udaje okamzité predat Pl
jako zastupci zadavatele klinického

hodnoceni.
(5) Platba se provadi poté, co
misto  provadéni  klinického
hodnoceni  vystavi  fakturu.

Faktury jsou splatné ve Ihaté 40
dni od jejich vystaveni.

Poskytovatel se zavazuje, ze subjektu
hodnoceni ani zdravotni pojistovné
subjektu klinického hodnoceni nebude
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(7)

Estimated maximum value of
performance based on [ GG

§ 11 Data and publication

(1)

Any material provided by or on behalf
of the Sponsor including documents,
data, programmes and suggestions of
any nature is and remains the property
of the Sponsor unless otherwise agreed
in writing.

The data collected in the course of the
Study are the exclusive property of the
Sponsor and the same may use these
data at own discretion. Publications in
connection with the Study are permitted
only with the explicit written consent of
the Sponsor. The Sponsor will take into
account legitimate interests of diploma
students, doctoral students and post-
doctoral students.

The representative of the Sponsor
intends to publish the results of the
Study with all Investigators involved in
the Study. The Sponsor receives the
right to select his position on the
publication. The involvement of the
Investigator in publications and the
position on the publication will be based
among other things on the recruitment
performance in the course of the Study.
Before this publication the Investigator
will therefore publish no publication of
its own with the data collected on the
basis of this agreement. In all cases
even after this time the Investigator will
obtain written consent from the
Sponsor no later than sixty (60) days
before submission to a scientific
publisher or corresponding
presentation. For publications
concerning inventions in accordance
with § 12 publication will be withheld for
90 days before and after transfer of the
invention. The publications must
essentially contain no confidential
information of the Sponsor or

Gctovat zadavatelem klinického
hodnoceni  poskytnuté  hodnocené
lecivé pFipravky nivolumab
a ipilimumab sledovana ve studii.

(7) Pfedpokldadand maximalni  hodnota
pineni

§ 11 Udaje a jejich publikovani

(1) Jakykoliv material poskytnuty
zadavatelem  klinického  hodnoceni

nebo jeho jménem, véetné dokumentu,

Odaji, programi a navrhu jakékoliv
povahy, je a =zlstava majetkem
zadavatele  klinického  hodnoceni,

pokud se pisemné nedohodne jinak.

Udaje shromazdéné v  prabéhu
klinického hodnoceni jsou vyluénym
majetkem zadavatele klinického
hodnoceni a tento je mize pouzivat dle
vlastniho uvazeni. Publikovani
v souvislosti s klinickym hodnocenim je
povoleno pouze S vyslovnym
pisemnym  souhlasem  zadavatele
klinickeho hodnoceni. Zadavatel

klinického hodnoceni zvazi legitimni
zajmy pregradudlnich studentq,
doktorandu a postgradualnich studenta.
Zastupce zadavatele klinického
hodnoceni ma v Umyslu publikovat
vysledky klinického hodnoceni se
vSemi ZkouSejicimi zapojenymi ve
studii. Zadavatel ma pravo zvolit si
svoje postaveni ve vztahu k publikaci.
Zapojeni ZkouS$ejiciho do publikaci a
postaveni ve vztahu k publikaci bude
zalozeno kromé jiného na Uucginnosti
naboru v pribéhu klinického
hodnoceni. Pfed touto publikaci proto
ZkouSejici nezvefejni zadnou vlastni
publikaci s (daji shromazdénymi na
zakladé této smlouvy. Ve vSech
pfipadech ZkouSejici po této dobé
obdrzi pisemny souhlas zadavatele
klinického hodnoceni nejpozdéji
Sedesat (60) dna pred predlozenim
nabidky vydavateli védeckych praci
nebo pred odpovidajici prezentaci. U
publikaci tykajicich se vyndlezi v
souladu s §12 bude publikace
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authorisation holder of the clinical

trialmedication.

§ 12 Inventions / commercial

property rights

The Sponsor is exclusively entitled to
the rights to all inventions and other
patentable research results arising in
connection with execution of the Study
and particularly inventions relating to
the Investigational medicinal products
and rights to new procedures for
formulation, application or
administration  of thelnvestigational
medicinal products.

If inventions arise in the execution of
the Study then the Investigator will
make use of these in time and offer
them to the Sponsor free of charge for
transfer. If the Sponsor makes use of
the invention then the Provider and the
Investigator undertake to transfer the
rights over the invention to the
Sponsor.

The Investigator undertakes to involve
in the Study only such employees as
undertake to comply with the above
regulations.

§ 13 Confidentiality

The parties to the agreement will treat
as confidential with respect to third
parties all information disclosed to them
by the respective other party in the
course of this agreement and use it
only for the purpose defined in this
agreement. This also concerns the
Study protocol and all documents
provided in the course of the Study.
The parties will place their employees
and others involved with the
performance of this agreement under
obligation to maintain appropriate

(1) Smluvni

pozdrzena po dobu 90 dnli pfed a po
pfevodu daného vynalezu. Publikace
nesmi zasadné obsahovat Zadné
davérné informace zadavatele
klinického hodnoceni ani opravnéného
drzitele hodnocenych léCivych
pFipravkl sledovaného v klinickém
hodnoceni.

§ 12 Vynalezy / prava obchodniho
vlastnictvi

Zadavatel klinického hodnoceni ma
vyluény narok na prava ke vSem
vynalezdm a jinym patentovatelnym
vyzkumnym vysledkim vzniklym v
souvislosti s pInénim klinického
hodnoceni a zejména vynalezim
souvisejicim s hodnocenymi |éCivymi
pripravky sledovanymi v klinickém
hodnoceni a na prava k novym
postupum pfi vytvareni sloZeni, aplikaci
nebo podavani hodnocenych léCivych
pripravk(l sledovanych v klinickém
hodnoceni.

Pokud pfi plnéni klinického hodnoceni
vzniknou vynalezy, Zkousejici je v€as
vyuZije a nabidne zadavateli klinického
hodnoceni zdarma k prevedeni. Pokud
zadavatel klinického hodnoceni vynalez
vyuZije, Poskytovatel a ZkouSejici se
zavazuji prevést prava k vyndlezu na
zadavatele klinického hodnoceni.

ZkouSejici se zavazuje zapojit do
klinického hodnoceni pouze takové
zameéstnance, ktefi se zavazi dodrzovat
vy$e uvedené predpisy.

§ 13 Davérnost

strany budou povaZovat
vSechny informace, které jim sdéli
pfislusna druhd strana v prabéhu této
smlouvy, za duvérné a budou je
pouzivat pouze pro ucel definovany
v této smlouvé. To se také tyka planu
klinického  hodnoceni a  vSech
dokumentl poskytnutych v pribéhu
klinického hodnoceni. Strany zavazi
své zaméstnance a ostatni osoby
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confidentiality if they are not already
otherwise under contractual obligation
to such.

Use above and beyond this and
transmission to third parties require
written approval from the respective
other party.

This non-disclosure obligation does not
extend to information which at the time
of communication by one party:

- Was public knowledge;

- Was already known to the other
party before formation of this
agreement or subsequently
communicated to the same by a
third party without having been
placed under non-disclosure
obligation by the same;

- Must be published by the other
party on the basis of a statutory
duty of disclosure — the other
party to the agreement must be
informed of this immediately;

- Was developed or Dbeing
developed autonomously by the
other party independently of the
communication.

This obligation remains in place even
after the end of the agreement.

The onus of proof of existence of the
exception lies on the party invoking the
existence of the exceptions.

§ 14 Termination of the agreement

(1)

The contract comes into force on the
date on which it is signed with the last
signature and effect from the date of
publication of the contract in the
contract register.lt continues until the
Study in the Test Centre is completed
and terminated. The provisions of the
agreement which by nature are not
bound by completion of the Study
continue to apply even after the end of
the agreement.

zapojené do plnéni této smlouvy k
zachovavani odpovidajici divérnosti,
pokud jiz k tomu nebudou smluvné
zavazani jinak.

Pouzivani mimo a nad tento ramec
a predavani tretim stranam vyzaduje
pisemny souhlas od pfislusné druhé
strany.

Tento zavazek zachovani micenlivosti
se nevztahuje na informace, které
v dobé jejich sdéleni jednou ze stran:

- Byly vefejné znamé;

- Byly zndmé druhé strané jiz
pred vytvofenim této smlouvy
nebo ji byly sdéleny ftreti
stranou, aniz by ji tato ftreti
strana zavazala k zachovani
mli&enlivosti;

- Musi byt zvefejnény druhou
stranou na zakladé zakonné
povinnosti  podat  pravdivé
informace - druha strana
smlouvy o tom musi byt
okamzité informovana;

- Byly vytvofeny nebo jsou
vytvafeny samostatné druhou
stranou nezavisle na daném
sdéleni.

Tento zavazek trva i
smlouvy.

po ukonc&eni

Ddkazni bfemeno existence vyjimky
lezi na strané, ktera se dovolava
existence vyjimek.

§ 14 Ukonceni smlouvy

(1)

Smlouva nabyva platnosti dnem jejiho

podpisu poslednim zastupcem a
acinnosti  dnem  jejiho  uverejnéni
vregistru smluv. Smlouva zuUstava
v Uéinnosti, dokud neni klinické

hodnoceni v misté provadéni klinického
hodnoceni dokonéeno a ukoncéeno.
Ustanoveni smlouvy, kterd nejsou ze
své podstaty omezena dokon&enim
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(6)

(2) The Sponsor is entitled to terminate the

agreement exceptionally at any time
and with immediate effect if good cause
exists. In particular limitation or
cessation of the financial support by
third parties or withdrawal or revocation
of the higher official approval or the
ethics committee vote are deemed to
be exceptional cause for termination;
termination may additionally be
necessary for reasons of safety and
welfare of the subjects participating in
the study e.g. in the case of departure
of the Investigator at the Provider and
resulting lack of supervision of the
clinical trial by an appropriate
investigator, in the case of inadequate
recruitment of subjects by the
Investigator and in the case of
breaches of agreement by the
Investigator against the obligations of
the same. Deviations from the protocol
in breach of duty, GCP violations or
breaches of regulations from the § 6 in
which responsibilities of the Test
Centre pharmacy are specified, from
the § 7 in which responsibilities of the
Radiology are specified and closure of
the Provider constitute such good
cause.

Regardless of this the Sponsor is
entitted to terminate the agreement
ordinarily subject to a notice period of 2
weeks to the end of the month.

In the case of termination by the
Sponsor the Provider has no
entittement to  reimbursement  of
expenses or compensation  for
damages as a result of this termination.

Provider and Investigator have the right
to terminate the contract with a notice
period of one month in the statutory
reasons for withdrawal.

Termination of the agreement must be
in written form in order to take effect.

klinického hodnoceni, plati i po
ukonceni platnosti této smlouvy.

Zadavatel klinického hodnoceni je
opravnén smlouvu vyjimecné ukoncit
kdykoliv a s okamzitou platnosti, pokud
k tomu existuje dobry davod. Za
vyjimec¢ny divod k ukonceni smlouvy
se povazuje zejména omezeni nebo
zastaveni finanéni podpory tfetimi
stranami nebo ukonéeni ¢&i odebrani
souhlasu vy$Sich ufadl nebo hlasovani
etické komise; ukoneni mize byt také
nezbytné z ddvodu bezpecnosti a blaha
subjektd  hodnoceni (c&astnicich se
klinického hodnoceni, napf. v pfipadé
odchodu  zkouSejiciho z  mista
Poskytovatele, v jehoz dusledku bude
chybét dozor odpovidajiciho
zkouSejiciho nad klinickym
hodnocenim, v pfipadé neadekvatniho
naboru subjektu hodnoceni
ZkouSejicim av pfipadé, kdy se
Zkousejici dopusti poruseni smlouvy
nedodrzenim svych zavazkd z ni
vyplyvajicich. Dobry duvod k ukon&eni
smlouvy se zaklada na odchyleni se od
protokolu  klinického hodnoceni z
ddvodu poruSeni povinnosti a GCP
mistem provadéeni klinického
hodnoceni, nedodrZzeni nebo poruseni
ustanoveni § 6 (povinnosti lekarny),
nedodrzeni nebo poruseni ustanoveni
§7 (povinnosti radiologie) a uzavfeni
Poskytovatele.

Nehledé na to je zadavatel klinického
hodnoceni opravnén ukoncit smlouvu
béZznym  zplsobem na  zakladé
vypovédi s vypovédni Ihitou 2 tydny do
konce mésice.

\" pFipadé ukonc&eni smlouvy
zadavatelem  klinického  hodnoceni
nema Poskytovatel Zadné opravnéni na
Uhradu vydaju nebo nahradu Skod

zpUsobenych  takovym  ukoncenim
smlouvy.
Poskytovatel a  ZkouS$ejici  jsou

opravnéni ze zakonem stanovenych
davodu odstoupit od smlouvy ve lhuté
jednoho mésice.
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§ 15 Final provision
(1) The Investigator will impose the
obligation accepted in this agreement
on all employees in the Study that
forms the subject of this agreement if
they are involved with the performance
of the agreement.

Amendments and additions to this
agreement must be made in writing as
must repeal of the written form
requirement.

The Investigator and Provider agree to
forwarding of contact details of their
employees to Bristol Myers-Squibb by
the Sponsor in accordance with Annex
1 to this agreement. The Investigator
and Provider ensure that this consent is
signed by people who are authorised to
report adverse events in accordance
with § 4 (5).

Czech law applies to this agreement to
the exclusion of the conflict-of-law
rules.

The place of jurisdiction for disputes
from and in connection with this
agreement is Hradec Krélové.

§ 16 Separation principle

The parties to the agreement guarantee that
there will be no effect whatsoever on the
turnover business and particularly on
procurement processes and pricing policies of
the Test Centre on formation of the agreement
and that there are no expectations whatsoever
in this respect.

The Contracting Parties note that there will
be no initiation visit and delivery of the In-
vestigational medicinal products until the
final public contract versionis published in
the contract register under the following
link: https://smlouvy.gov.cz/ vyhledavani). The

(6) Aby bylo odstoupeni od smlouvy

acinné, musi mit pisemnou formu.

§ 15 Zavérecna ustanoveni
(1) ZkouSejici ulozi zavazky pfijaté na
zakladé této smlouvy na vSechny
zaméstnance v klinickém hodnoceni,
které tvofi predmét této smlouvy, pokud
jsou zapojeni do plnéni této smlouvy.

Zmény a dodatky k této smlouvé musi
byt u€inény pisemné, vcetné zrusSeni
pozadavku na tuto pisemnou formu.

(2) Zkousejici a Poskytovatel souhlasi s
tim, Ze zadavatel klinického hodnoceni
pfeposle  kontaktni  Udaje jejich
zaméstnancu spolenosti Bristol
Myers-Squibb v souladu s Pfilohou 1
této smlouvy. Zkousejici a Poskytovatel
zarucuji, ze tento souhlas podepisi lidé,
ktefi jsou opravnéni hlasit nepfiznivé
pfihody v souladu s § 4 (5).

Na tuto smlouvu se vztahuji zakony
Ceské  republiky, s  vylou¢enim
koliznich norem.

Mistem jurisdikce pro spory vyplyvajici
z této smlouvy nebo s ni souvisejici je
Hradec Kralové.

§ 16 Zasada separace

Smluvni strany zaruuji, Zze uzavieni této
smlouvy nebude mit zadny vliv na obchodni
obrat, zejména na postup zadavani verejnych
zakazek acenové politiky mista provadéni
klinického hodnoceni, a ze v tomto ohledu ne-
existuji zadna o¢ekavani.

Smluvni strany berou na védomi, ze nedojde
k zadné uvodni navstévé ani dodavce hod-
noceného léc¢ivého pripravku do okamziku
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public version of the contract (without con-
fidential information) will be provided by
the sponsor. The center is responsible for
the upload of the public contract version.

The Contracting Parties agree that the trade
secrets indicated by the Contracting Authority
will be removed from the register of contracts
before the contract is entered into and that the
annexes to the contracts will be published in
the register of contracts to the extent necessa-
ry in accordance with Act No. 340/2015 Coll. .
Before signing the contract, the Sponsor sends
the final version of the contract to the Provider
in a machine-readable format, with a painted
text of the contract, which the Sponsor consi-
ders to be a trade secret.

The Sponsor will indemnify, defend, and cover
the Provider, its Administrator, Officer,
Representatives, Employee, and Investigator
(and all Designated Investigators) (collectively,
"Indemnification") for any claims, claims,
litigation, or legal costs that may be (including
the death) of any trial Subject, or damage to
property that arises directly as a result of the
proper administration of the Investigational
medicinal products or the proper conduct of
any Procedures required by the Protocol,
including payments for persons close to the
trial subject.

§ 17 Severability clause

The invalidity of one or more provisions of this
agreement will not affect the validity of the
remainder. The invalid provision must be
replaced by a regulation that would correspond
to the will of the parties and to the spirit and
purpose of the agreement in compliance with
the statutory provisions if the parties had
considered the point on formation of the
agreement. The same applies in the case of
existence of a gap.

§ 18 Miscellaneous

In the event of any conflict between the
English and Czech versions, the Czech

uverejnéni konecéného verejného znéni
smlouvy v registru smluv pod nasledujicim
odkazem: htt-
ps://smlouvy.gov.cz/vyhledavani). Verejné
znéni smlouvy (bez duvérnych informaci)
poskytne zadavatel. Odpovédnost za upload
verejného znéni smlouvy nese poskytovatel.

Smluvni strany se dohodly, Ze informace pod-
léhajici obchodnimu tajemstvi, které urci za-
davatel, budou pfed uzavienim smlouvy
z registru smluv odstranény a ze pfilohy smluv
budou v registru smluv uvefejhovany
v nezbytném rozsahu podle zakona ¢.
340/2015 Sb., o registru smluv. Pfed podpisem
smlouvy zaSle Zadavatel Poskytovateli kone¢-
né znéni smlouvy ve strojové Citelném formatu,
ve kterém barevné vyznali pasaze, které po-
vazuje za obchodni tajemstvi.

Zadavatel je povinen od8kodinit a chranit Po-
skytovatele, jeho spravce, jednatele, zastupce,
zaméstnance a zkouSejiciho (a vSechny jme-
nované zkous$ejici) (dale jen spole¢né jako
,0dSkodnéni“) pfed vesSkerymi pozadavky, na-
roky, zalobami, soudnimi fizenimi nebo nakla-
dy na soudni Fizeni, které mohou byt vedeny
nebo zahajeny proti nékteré ztéchto osob
z divodu zpusobené Ujmy na zdravi (v€etné
usmrceni) nékterého subjektu hodnoceni ne-
bo 8kody na majetku, které vzniknou pFimo
v disledku fadného podani hodnocenych I1&¢i-
vych pfipravkd nebo fadného provadéni studij-
niho postupu vyZzadovaného protokolem, a to
véetné uhrad osobam blizkym subjektu hodno-
ceni.

§ 17 Salvatorska klauzule

Neplatnost jednoho nebo vice ustanoveni této
smlouvy nema vliv na platnost ostatnich
ustanoveni. Neplatné ustanoveni musi byt
nahrazeno ustanovenim, které odpovida vali
stran smlouvy a duchu a ucelu smlouvy
v souladu se zakonem, pokud strany tento bod
zvazily pfi vytvorfeni smlouvy. To samé plati
v pfipadé mezery v pravu.

§ 18 Rlzna ustanoveni
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version shall prevail.

Agreement is executed in 3 copies, each party
shall receive one (provider) or two copies
(Sponsor).

§ 19 Liabilities and indemnity

(1) Nothing in this clause shall operate so
as to restrict or exclude the liability of
any Party in relation to death or per-
sonal injury caused by the negligence
of that Party or its employees, stu-
dents, consultants and subcontractors,
including researchers, or to restrict or
exclude any other liability of any Party
which cannot be so restricted in law.

Subject to the exemptions specified
herein, the Sponsor shall, pursuant to
Section 52(3)(f) of the Act No.
378/2007 Coll., be responsible for
concluding an insurance relating to the
Sponsor and the Provider (hereinafter
referred to as “the Test Centre”) and
the activity of the employees, students,
consultants and subcontractors, in-
cluding researchers, in the event of
any legal claims, notice of court pro-
ceedings and any related costs, ex-
penses, losses, damages and
reminder letters relating thereto and
resulting from the existence or opera-
tion of the Test Centre:

a) Undertaking the Study in ac-
cordance with the Protocol;
and/or

b) Preparation, production or
completion of any medicinal
product, medical device or
equipment in accordance with
the Protocol or other guide-
lines provided by the Sponsor
in writing, which differ in their
content from the manufactur-
er’s guidelines.

(3) The indemnity shall only apply if the
Provider:
a) Informs the Sponsor in writing as

V pripadé jakéhokoliv rozporu mezi anglickou
a Ceskou verzi je urCujici Ceské znéni.
Smlouva je vyhotovena ve 3 vyhotovenich,
pfiemz kazdd smluvni strana obdrzi po
jednom vyhotoveni.

§ 19 Odpovédnost a nahrada skody

(1) Zadny bod tohoto ¢lanku nelze vykla-
dat jako omezeni nebo vylouceni
pravni odpovédnosti smluvnich stran
za smrtelna &i jind zranéni jakéhokoli
stupné, ktera byla zpusobena nedba-
losti dané smluvni strany nebo jejich
zaméstnancu, studentd, konzultantd a
dodavatell i vyzkumnych pracovnika,
nebo jako omezeni ¢i vylouceni dalsi
pravni odpovédnosti téchto stran, kte-
rou nelze omezit pravnimi predpisy.

(2) Na zakladé vyjimek, stanovenych v té-
to doloZce je zadavatel klinického
hodnoceni povinen zajistit pojistné pl-
néni v souladu s ustanovenim § 52
odst. 3 pism. f) zédkona €. 378/2007
|Sb., tykajici se zkousSejiciho a posky-
tovatele (dale v této ¢asti jen ,misto
provadéni klinickeého hodnoceni®) a
¢innosti prislusnych zaméstnancu,
studenty, konzultantl a dodavateld,
v€etné vyzkumnych pracovnikd pro
pfipad uplatriovani jakychkoliv prav-
nich narokd, vyzvy k soudnimu fizeni
a s nimi souvisejicimi naklady, vydaiji,
ztrdtami, poSkozenimi a upominkami,
vyplyvajici v dlisledku existence ¢i
provozu mista provadéni klinického
hodnoceni:

a) Realizace studie v souladu s
protokolem; nebo

b) Pfiprava, vyroba nebo komple-
tace jakéhokoliv |é¢ebného
produktu, Ié€ebného zafizeni
nebo vybaveni v souladu s Pro-
tokolem nebo ostatnimi pokyny,
pisemné zhotovenymi zadava-
telem klinického hodnoceni,
které se obsahové liSi od poky-
nu vyrobce.
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soon as reasonably practicable fol-
lowing receipt of notice of such claim
or proceeding;

b) Based upon the request of the Spon-
sor and when any costs are as-
sumed by the Sponsor, the Test
Centre shall give the control to the
Sponsor over the process of assert-
ing claims or conducting the judicial
and extrajudicial proceedings, and
the Provider has the right to partici-
pate in all judicial and extrajudicial
proceedings and make all submis-
sions in favour of the Sponsor with
the assistance of the Sponsor.

c) Makes no admission in respect or
such claim or proceedings other
than with the prior written consent of
the Sponsor.

The indemnity shall not apply to the miscon-
duct or omission of the clinical trial site or its
staff involved in the study and on a standard of
care treatment provided out of the study.

5

The Provider is liable for any damage
caused intentionally, by negligence,
infringement or failure to comply with the
obligations set forth by the Provider or
Principal Investigator by law or this
Agreement.

No provision of this Agreement shall imply
any reliance on the liability of either Con-
tracting Party. The parties are not legally li-
able to the other party for loss of profits,
business opportunities, goodwill to the ex-
tent permitted by law.

Sponsor:

Goethe-Universitat Frankfurt am Main
Represented by the President

(3) Odskodnéni Ize uplathovat v nasledu-
jicich pfipadech:

a) Pokud Poskytovatel pisemné a ne-
prodlené ozndmi zadavateli klinické-
ho hodnoceni, ze obdrzel ozndmeni
ohledné takového pravniho néroku
¢i fizeni;

b) Na zakladé pozadavku ze strany za-
davatele a pfi prevzeti vSech nakla-
db zadavatelem misto provadéni
klinického hodnoceni pfenecha za-
davateli kontrolu nad prabé&hem
uplatnéni naroku &i soudnich a mi-
mosoudnich Fizeni, pficemz posky-
tovatel ma pravo se ucastnit vSech
soudnich a mimosoudnich Fizeni a
¢init veSkera podani ve prospéch
zadavatele za soucinnosti zadavate-
le; a

c) Pokud Poskytovatel nepfizna odpo-
védnost ve vztahu k témto pravnim
narokim ¢&i Fizenimjinak nez bez
predchoziho pisemného souhlasu
Zadavatele.

Odskodnéni se nevztahuje na pochybeni Ci
opomenuti pracovisté, kde se provadi
klinické hodnoceni, nebo jeho
zaméstnancu podilejicich se na studii a na
standardni zdravotni péci mimo klinické
hodnoceni.

Poskytovatel odpovida za Skodu
zpUsobenou amysing, nedbalosti,
protipravnim jednanim nebo nesplnénim
povinnosti,  kterou  Poskytovateli ¢i
hlavnimu zkouSejicimu uklada pravni
predpis nebo tato smlouva.

Z zadného ustanoveni této  smlouvy
nevyplyva zavazek prevzeti odpovédnosti
jedné smluvni strany za druhou. Smluvni
strany nenesou v zakonném rozsahu vUci
druhé smluvni strané odpovédnost za
ztratu zisku, obchodnich pfilezitosti a
dobré poveésti.
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Frankfurt am Main, dated

10. 5. 2019

President of the university

Facility Manager responsible:
Director of Medical Clinic Il

Frankfurt am Main, dated

6.5.2019

Study coordinator and sponsor representative:

Frankfurt am Main, dated

4.5.2019

Study coordinator and sponsor representative
signature

Poskytovatel (razitko):

Fakultni nemocnice Hradec Kralové

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika

zastoupena

prof. MUDr. Vladimirem Pali¢kou CSc., dr. h.
C..

V Hradci Kralové, dne

3.6.2019

Podpis feditele nemocnice

V Hradci Kralové, dne

31.5.2019

Podpis zkous$ejiciho
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