AGREEMENT FOR THE
PERFORMANCE OF

THE  EUROPEAN
CLINICAL TRIAL
LBL 2018 - International
cooperative treatment protocol
for children and adolescents with
lymphoblastic lymphoma

CONSORTIUM

INVOLVING

University Hospital of Miinster,

represented by the Managing Board,

being itself represented by the Medical Director
Prof. Dr. Med. Van Aken

Albert-Schweitzer-Campus 1, Building D5, 48149
Miinster, Germany

Person to contact: Prof. Dr. Dr. Birgit Burkhardt

Hereinafter known as Sponsor according to EU
directive 2001/20/EC

(”Sponsor”)
AND

Children’s Faculty Hospital Banska Bystrica
Nam. L. Svobodu 4,
974 09 Banska Bystrica, Slovakia

Hereinafter referred to as  “Authorized
Institution”

Authorized by the Sponsor to fulfil specified
national responsibilities in Country Slovakia
Executing agent: Board of Directors composed of
Ing. Juraj Gallo, general director

MUDr. Miloslav Hanula PhD. Medical

director

Hereinafter referred to as

("National Coordinating Investigator”)

Version 2.0

ZMLUVA 0 USKUTOCNENI

KLINICKEJ SKUSKY
EUROPSKEHO KONZORCIA

LBL 2018 - Medzindarodny
kooperativny liecCebny protokol
pre deti aadolescentov s
lymfoblastovym lymfomom

MEDZI

University Hospital of Miinster,
zastupenou spravnou radou,

ktort osobne zastupuje Medicinsky riaditel’
Prof. Dr. med. Van Aken

Albert-Schweitzer-Campus 1, budova D5, 48149
Miinster, Nemecko

Kontaktna osoba: Prof. Dr. Dr. Birgit Burkhardt

Dalej uvadzany ako Sponzor v zmysle smernice
EU 2001/20/EC

(,,Sponzor®)

Detska  fakultna nemocnica s poliklinikou
Banska Bystrica,

Nam. L. Svobodu 4,
974 09 Banska Bystrica, Slovensko
Dalej uvadzanym ako ,, Opravnend institicia**

opravnena Sponzorom  k plneniu konkrétnych
narodnych ulloh v krajine Slovensko

Statutdrny organ: rada riaditelov v zloZeni
Ing. Juraj Gallo, generadlny riaditel

MUDr. Miloslav Hanula, PhD. Medicinsky
riaditel

Dalej uvadzana ako

(,,Narodny koordinator skusania“)

Verzia 2.0



CONTRACT Version 2.0
TABLE OF CONTENTS OBSAH
1.  CONDUCT OF THE STUDY 1. VYKONANIE $TUDIE 3
2. DUTIES OF THE SPONSOR 2. POVINNOSTI SPONZORA 5
3. DUTIES OF THE  AUTHORIZED 3. POVINNOSTI POVOLENEJ INSTITUCIE /
INSTITUTION / NATIONAL COORDINATING NARODNEJ KOORDINACIE INV...
INV... 4. UDAJE STUDIE A VYSLEDKY 4
4. STUDY DATA & RESULTS 5 UCAST TRETICH STRAN 6
5. THIRD PARTY INVOLVEMENT 6. VYBER LOKALIT/PRACOVISK $YUDIE
6. SELECTION OF STUDY SITES 2 ZABEZPECENIE KVALITY 7
7. QUALITY ENSURANCE 8. NAHLASOVACIE POVINNOSTI 7
8. DUTIES OF AUTHORIZED INST... AND OPRAVNENEJ INSTITUCIE A NARODNEHO
NATIONAL COORDINATING INV... TO KOORDINATORA SKUSANIA
REPORT 9. POVINNOSTI A POVOLENIA TYRAJUCE SA
9. NOTIFICATION AND DISCLOSURE OZNAMOVANIA A ZVEREJNOVANIA
OBLIGATIONS, PERMITS 10. PUBLIKOVANIE 9
10. PUBLICATION 11 OCHRANA DAT 9
11. DATAPROTECTION 12. TERMIN A UKONCENIE ZMLUVY
12. TERM AND TERMINATION OF THE 13. DISKRETNOST
AGREEMENT g o 9
14. NAHRADA $KOD
13. CONFIDENTIALITY 15. VSEOBECNE USTANOVENIE 231
14. INDEMNITY 231
15. GENERAL PROVISION 23
APPENDIX 1 Protocol PRILOHA 1 Protokol 25

APPENDIX 2 Responsibility Split
APPENDIX 3 Key Personnel
APPENDIX 4 Progress Report Template
APPENDIX 5 Art. 13 GDPR
APPENDIX 6 Monitoring Manual

PRILOHA 2 Delenie zodpovednosti
PRILOHA 3 KI'a¢ovi pracovnici

PRILOHA 4 Sablona spravy o postupe prac
PRILOHA 5 Clanok 13 GDPR
PRILOHA 6 Priru¢ka monitorovania

LBL 2018

Agreement between the sponsor and the national coordinating investigator

Page 2 of 30



CONTRACT

Version 2.0

THIS AGREEMENT IS MADE BY AND
BETWEEN (hereinafter referred to as the
“Agreement”):

University Hospital of Miinster, represented by
the Managing Board, being itself represented by
the Medical Director, Prof. Dr. med. Van Aken,
Albert-Schweitzer-Campus 1, 48149 Miinster,
Germany;,

hereinafter referred to as “Sponsor”

AND

The Detska fakultnd nemocnica s poliklinikou
Banska Bystrica with its registered office
at Banska Bystrica, Nam. L. Svobodu 4, 974 09
represented by Board of Directors composed: Ing.
Juraj Gallo, Statutory - General Director a MUDr.
Miloslav Hanula, PhD., Statutory — Medical
Director

Hereinafter referred to as “Authorized Institution”

Executing agent: MUDr. Eva Bubanska, PhD.

hereinafter referred to as “National Coordinating
Investigator”

hereinafter individually or collectively referred to
as the “Party” or the “Parties”.

WHEREAS

The Universitétsklinikum Miinster is the sponsor
of this trial in the European Union (EU) according
to EU-directive 2001/20/EC. The Authorized
Institution is experienced in the field of
lymphoblastic lymphoma.

The Parties wish to promote clinical research in
the field of lymphoblastic lymphoma and
therefore to jointly undertake a multinational,
multicenter clinical trial entitled “LBL 2018 —
International cooperative treatment protocol for
children and adolescents with lymphoblastic
lymphoma” (hereinafter referred to as the
“Study”) in Country Slovakia (hereinafter referred
to as the “Country”). The Sponsor hereby
transfers certain duties to the Authorized
Institution, as stated in the following.

NOW, THEREFORE, the Parties agree as
follows:

1. CONDUCT OF THE STUDY

TATO ZMLUVA SA UZATVARA MEDZI
(dalej len ,,Zmluva®):

University Hospital of Miinster, zastupena
spravnou radou, ktort osobne zastupuje
Medicinsky riaditel’, Prof. Dr. med. Van Aken,
Albert-Schweitzer-Campus 1, 48149 Miinster,
Nemecko;

d’alej v tejto zmluve uvadzany ako ,,Sponzor*

A

Detska fakultnd nemocnica s poliklinikou Banska
Bystrica so sidlom v Banskej Bystrici, Nam. L.
Svobodu 4, 974 09 ktori zastupuje Rada
riaditel'ov v zlozeni :

Ing. Juraj Gallo, ¢len Statutarneho organu -
generalny riaditel’ a

MUDr. Miloslav Hanula, PhD., ¢len Statutarneho
organu — medicinsky riaditel’

dalej v tejto zmluve uvadzanou ako ,,opravnena
institacia“ a

Vykonévajuci agent: MUDr. Eva Bubanska, PhD.,

dalej vtejto zmluve uvadzand ako ,,Narodny
koordinator skiSania*

dalej vtejto zmluve jednotlivo alebo spolocne
uvadzané ako ,.Zmluvna strana“ alebo ,,Zmluvné
strany*,

KDE

Universitatsklinkkum Minster je Sponzor tejto
klinickej skusky v Eurdpskej tnii (EU) v sulade
so smernicou EU 2001/20/EC. Opravnena
institicia ma skusenosti v oblasti lymfoblastového
lymfomu.

Zmluvné strany budi podporovat klinicky
vyskum v oblasti lymfoblastového lymféomu
apreto spoloéne podnikni mnohonarodnu,
multicentricki klinick( $tudiu, nazvant ,LBL
2018 — Medzinarodny kooperativny liecebny
protokol pre deti a adolescentov
s lymfoblastovym  lymfémom*  (dalej len
,Studiu®) v krajine Slovenska republika (d’alej len
»Krajina®). Sponzor tymto prendSa niektoré
povinnosti uvedené nizSie na  opravnenu
institaciu.

PRETO sa zmluvné strany dohodli na
nasledovnom:

1 VYKONANIE STUDIE

LBL 2018
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11

1.2

13

1.4
Parties:

141

The Study is to be conducted pursuant to
the protocol referred to by the Sponsor,
the Authorized Institution and the
National Coordinating Investigator as
protocol LBL 2018 (EudraCT Nr. 2017-
001691-39) (hereinafter referred to as the
“Protocol”). The Protocol in its current
version shall be attached to this
Agreement, Appendix 1. Appendix 1 shall
be an integral part of this Agreement.

The Sponsor authorizes the Authorized
Institution to perform Sponsor’s duties for
the Sponsor in the Country. The
certificate of authority will be drawn up
separately.

The Authorized Institution deploys the
National Coordinating Investigator as
representative for the Sponsor for the
Country vis-a-vis third parties with
respect to the study quoted above.

The National Coordinating Investigator
shall be an employee of Authorized
Institution. If National Coordinating
Investigator should leave the Authorized
Institution or will terminate his position as
National Coordinator of the study agreed
hereunder, Authorized Institution shall
immediately appoint a new National
Coordinating Investigator and
appropriately inform Sponsor. If a new
National Coordinator cannot be appointed
within 14 days by Authorized Institution
and/or Sponsor does not agree to the
inclusion of the appointed successor of
the National Coordinating Investigator,
Sponsor may terminate this Agreement.
Authorized Institution shall be liable
towards Sponsor with respect to the
observance of National Coordinating
Investigator’s tasks and obligations
hereunder.

The Study shall be conducted by all

acting in all respects in accordance with

their respective roles and responsibilities as
described in the present Agreement ; The

allocation of the

Parties’ respective

responsibilities under this Agreement is set out in
Appendix 2. Appendix 2 is an integral part of this
Agreement.

1.1 Stidia bude prebiehat podla protokolu

uvedeného Sponzorom, autorizovanou
inStithiciou  a Narodnym  koordinatorom
skusania ako protokol LBL 2018 (Eudra CT ¢.
2017-001691-39) (Dalej len ,,Protokol®).
Protokol vjeho aktualnej verzii bude
v prilohe tejto zmluvy ako Priloha 1. Priloha 1
je neoddelitel'nou sucastou tejto zmluvy.

1.2 Sponzor splnomociiuje opravnenu institiciu

k vykonavaniu  povinnosti  Sponzora za
Sponzora v krajine. Uradné opravnenie bude
vyhotovené osobitne.

1.3 Opravnena institicia vycleni Narodného

koordinatora sktSania ako zastupcu za
Sponzora pre krajinu voéi tretim stranam
vzhladom k $tudii uvedenej vysSie. Narodny
koordinator skuSania je zamestnancom
opravnenej inStiticie. Ak by Narodny
koordinator skuSania opustil opravnenu
intitdciu  alebo ukon¢i svoju funkciu
narodného koordinatora pre $tadiu v zmysle
tejto zmluvy, opravnena institucia
bezodkladne ustanovi nového Nérodného
koordinatora  skiSania analezite o tom
upovedomi Sponzora. Ak nemdze byt novy
Nérodny koordinator skuSania ustanoveny
opravnenou institiciou v lehote do 14 dni,
alebo ak Sponzor neodstihlasi zapojenie
povereného naslednika Néarodného
koordinatora  skuSania, Sponzor mdze
odstupit’ od tejto zmluvy. Opravnena
institicia sa zodpoveda Sponzorovi za plnenie
uloh adodrziavanie povinnosti Narodnym
koordinatorom  skSania v zmysle tejto
zmluvy.

1.4 Stadiu budu vykonavat vietky zmluvné

strany:

141 konajuc v kazdom ohlade v stlade s ich

prislusnymi tlohami a povinnostami ako
st opisané vtejto zmluve. Pridelenie
prislusnych povinnosti zmluvnych stran
Vv zmysle tejto zmluvy je stanovené v
Prilohe 2. Priloha 2 je neoddelitelnou
sucastou tejto zmluvy.
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1.4.2 in qualified centers to be selected
by the National Coordinating Investigator;

1.43 only after all necessary legal,
regulatory or other approvals have been
granted including, without limitation,
those of the competent authority or the
competent ethics committee and strictly in
accordance with the terms of any of such
approval,

144 in accordance  with the
Declaration of Helsinki and with the
principles of Good Clinical Practice as
laid down by the ICH topic E6, Note for
Guidance on Good Clinical Practice
CPMP/ICH/135/95 (hereinafter referred
to as “GCP”); and

145 in accordance with the EU-
Directive 2001/20/EC and any other
applicable laws and regulations and,
specifically for the conduct of the Study at
the Country’s participating centers, the
Country’s rules and laws relating to the
conduct of clinical trials in the Country.

DUTIES OF THE SPONSOR

2.1. The Sponsor shall be responsible for
the development of the Protocol.

2.2. The Sponsor shall provide the
National Coordinating Investigator with
the documents required for submission to
the ethic committee and competent
authority except those which are specific
of the Country and/or the trial sites. The
Sponsor shall provide the National
Coordinating  Investigator with  the
authorization to file the applications after
Sponsor’s approval.

2.3. The Sponsor shall provide the
National Coordinating Investigator with
documents for the investigator’s file
including all the necessary documents
except those which are specific of the
Country and/or the trial site/investigator.

1.4.2 v kvalifikovanych centrach
vybranych  Narodnym koordinatorom
sktiSania.

143 az po zabezpecCeni vSetkych
nevyhnutnych pravnych, usmernujucich
alebo inych povoleni vratane a bez
vymedzenia, vydanych kompetentnymi
organmi alebo etickymi komisiami,
a striktne v sulade s podmienkami tychto
povoleni;

1.4.4 v sualade s Helsinskou deklaraciou
a so zasadami Spravnej klinickej praxe,
ako su stanovené v Smernici ICH EB6,
Usmerneni k spravnej klinickej praxi
CPMP/ICH/135/95 (dalej v tomto
dokumente len ,,SKP*), a

145 vstlade so Smernicou EU
2001/20/EC a ostatnymi platnymi
zakonmi apredpismi a , najmid pre
uskuto¢nenie S$tudie v zucastiiujucich sa
centrdch krajiny, predpismi a zakonmi
krajiny, ktoré sa tykaji uskutocnenia
pokusov v krajine.

POVINNOSTI SPONZORA

2.1. Sponzor je zodpovedny za vyvoj
Protokolu.

2.2. Sponzor poskytne Narodnému
koordinatorovi  skus$ania  dokumenty
potrebné na predlozenie etickej komisii
a kompetentnym organom okrem tych,
ktoré su pre danu krajinu alebo miesto
studie  Specifické. Sponzor poskytne
Narodnému koordinatorovi skuSania plna
Moc to podavat’ Ziadosti so Sponzorovym
schvalenim.

2.3.  Sponzor poskytne Narodnému
koordinatorovi skuSania vSetky potrebné
dokumenty pre potreby spisu
investigatora okrem dokumentov, ktoré¢ su
pre danu krajinu alebo miesto pokusu/
Specifickeé.

LBL 2018
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3.

DUTIES OF THE AUTHORIZED
INSTITUTION / NATIONAL
COORDINATING INVESTIGATOR

3.1. General duties

3.1.1. Any obligation of the National
Coordinating Investigator shall be deemed
to be an obligation of the Authorized
Institution. The Authorized Institution
shall ensure that the  National
Coordinating Investigator fulfills his/her
responsibilities appropriately.

3.1.2. The Authorized Institution and the
National Coordinating Investigator certify
that Appendix 2 contains all Sponsor
duties, which have to be considered in the
scope of the performance of the clinical
trial in the Country according to
applicable law in the Country.
Furthermore, the Authorized Institution
assures that the transfer of the duties
assigned to the Authorized Institution is
permitted by applicable laws and internal
regulations.

3.1.3. The National Coordinating
Investigator shall fulfil the transferred
duties for the Sponsor and warrants the
compliance with all statutory provisions
relevant for the Sponsor in the Country.
The National Coordinating Investigator
shall assist the Sponsor in fulfilling its
own, non-transferred duties where
necessary.

3.1.4. Authorized Institution shall inform
the Sponsor about the key personnel of
Authorized Institution and National
Coordinating Investigator to be assigned
to the performance under this Agreement,
including without limitation the project
manager and other Kkey positions
identified and agreed upon by Sponsor
and Authorized Institution, including their
respective deputies. The names and
qualifications of such key personnel shall
be set forth in Appendix 3. Appendix 3 is
an integral part of this Agreement.

POVINNOSTI OPRAVNENEJ
INSTITUCIE / NARODNEJ
KOORDINACNEJ VYSKUMNEJ
ORGANIZACIE

3.1. VSeobecné povinnosti

3.1.1. VsSetky povinnosti Narodného
koordinatora sktSania sa povazuji za
povinnosti opravnenej institacie.
Opravnena inStitucia zabezpecuje, aby
Narodny koordinator sktSania naleZite
plnil svoje povinnosti.

3.1.2. Opravnena inStiticia a Narodny
koordinator skuSania osvedcuju, ze
Priloha 2 obsahuje vSetky povinnosti
Sponzora, ktoré je treba zvazit pocas
vykonu klinického testovania v zmysle
platnych zakonov v krajine. Okrem toho
opravnend inStiticia zabezpeCi, aby
prenos povinnosti uréenych opravnenej
institucii bol povoleny platnymi zakonmi
a vnutornymi predpismi.

3.1.3. Nérodny koordinator skasania bude
plnit’ prenesené povinnosti za Sponzora
a zaruci sa, ze budu v sulade so vSetkymi
zakonnymi ustanoveniami vztahujicimi
sa na Sponzora Vv krajine. Narodny
koordinator skuSania bude napomocny
Sponzorovi pri plneni jeho vlastnych, teda
neprenesenych povinnosti, ak to bude
potrebné.

3.1.4. Opravnena inStiticia  bude
informovat’ Sponzora o kl'a¢ovych
pracovnikoch  opravnenej in§titucie
a Narodného koordinatora skiiSania, ktori
maju byt vymenovani na plnenie
V zmysle tejto zmluvy, vratane
anevyhradne projektového manaZéra
ainé kla¢ové pozicie, definované

a dohodnuté medzi Sponzorom
a opravnenou inStiticiou, vratane ich
pripadnych zastupcov. Mena
a kvalifikacie tychto klacovych

pracovnikov musia byt uvedené v Prilohe
3. Priloha 3 je neoddelitelnou sucast'ou
tejto zmluvy.

LBL 2018
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3.1.5. Authorized Institution shall provide
and maintain throughout the term of the
Agreement sufficient personnel and
operative infrastructure for  the
performance of the assigned tasks under
this Agreement. Authorized Institution
and National Coordinating Investigator
warrant that they have the experience, the
scientific know-how and the human
resources to render the Services in
accordance with the terms of this
Agreement.

3.1.6. During the term of this Agreement
Authorized Institution and National
Coordinating Investigator shall not take
on any project for any third party which
could delay Authorized Institution and
National  Coordinating Investigator’s
performance for Sponsor under this
Agreement.

3.1.7. The National Coordinating
Investigator takes responsibility for
financing the clinical trial in the Country
and confirms that he has sufficient
financial capacities to accurately and
efficiently perform the clinical trial in a
professional and competent manner in the
Country. The Sponsor will not pay or
forward any money to Authorized
Institution and/or National Coordinating
Investigator in relation to the Study.

3.2. Preparation of Study

3.21. The National Coordinating
Investigator shall translate any of the
Study related documents for the aims of
compliance with the requirements laid
down by laws applicable in the Country.
The English version shall remain the main
working document.

3.1.5. Opravnena institicia zabezpeci a po
celi dobu trvania zmluvy bude udrziavat’
dostatocny pocet pracovnikov a pracovni
infrastruktaru pre vykon urenych tuloh
vzmysle tejto zmluvy. Opravnena
inStitucia a Narodny koordinator skuSania
sa zaruCuju, ze maju skusenosti, vedecké
know-how a ludské zdroje na
poskytovanie sluzieb v stlade
s podmienkami tejto zmluvy.

3.1.6. Pocas doby platnosti tejto zmluvy
opravnena institicia a Narodny
koordinator sktSania neprijma ziadny
projekt pre akukol'vek tretiu stranu, ktory
by mohol pozdrzat plnenie opravnenej
institicie  a Narodného  koordinatora
skisania pre Sponzora vzmysle tejto
zmluvy.

3.1.7. Narodny koordinator skuSania
prebera zodpovednost’ za financovanie
klinického vyskumu v krajine
a potvrdzuje, ze ma dostato¢né finan¢né
zdroje na dokladné a efektivne vykonanie
klinického skuSania v krajine
profesionalnym a kompetentnym
spdsobom. Sponzor nebude financovat’
ani posielat’ peniaze opravnenej institucii
ani Narodnému koordinatorovi skuSania
V spojitosti so Stadiou.

3.2. Priprava Studie

3.2.1. Narodny koordinator skuSania
prelozi vSetky dokumenty tykajuce sa
studie za ucelom splnenia poziadaviek
stanovenych platnymi zakonmi v krajine.
Anglickd  verzia  zostava  hlavnym
pracovnym dokumentom.

LBL 2018
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3.2.2.  The National Coordinating
Investigator shall prepare a Patient
Information Sheet and Informed Consent
to be handed out to the Study participants.
Per request of the National Coordinating
Investigator, Sponsor  will  provide
templates for the Patient Information
Sheet and Informed Consent in German
language. The National Coordinating
Investigator shall be responsible for the
translation and adaptation of the Patient
Information Sheet and Informed Consent
for all centers in the Country into the
relevant language of the Country by a
certified translator and shall assure that it
includes all the information and
requirements required by laws applicable
in the concerned Country. Authorized
Institution shall indemnify Sponsor in
case of any damages arising from a wrong
translation of the documents quoted
above. Moreover the National
Coordinating Investigator shall forward to
Sponsor a summary in English of the vote
of the ethics committee and the approval
of the relevant authorities in the Country.

3.23. The National Coordinating
Investigator shall file the applications and
obtain all legal, regulatory or other
approvals in his Country in accordance
with the requirements laid down by
applicable laws and regulations in his
Country and shall send a copy (of the
application) to the Sponsor. The National
Coordinating Investigator shall provide
the Sponsor with all relevant regulatory
documents or as requested by the Sponsor
in a timely manner.

3.24. The National Coordinating
Investigator shall compile and submit
whenever necessary to the ethic
committee(s) and all relevant competent
authority the appropriate documents in
case of an amendment to the Study
protocol (incl. new trial center or
investigator), in accordance with national
regulations and approval of the Sponsor.
The National Coordinating Investigator
shall provide a copy of all approvals
received by ethics committees and
competent authorities immediately.

3.2.2. Narodny koordinator skuSania
pripravi  osobné  karty  pacientov
a informovany sthlas, ktoré sa rozdaju
ucastnikom $tudie. Na Zziadost’ Narodného
koordinatora skiiSania Sponzor poskytne
vzory osobnej karty pacienta
a informovaného suhlasu v nemeckom
jazyku. Narodny koordinator skuasania
bude zodpovedny za preklad do
prislusného jazyka krajiny
a prispdsobenie osobnej karty pacienta
a informovaného suhlasu uradnym
prekladatelom pre vSetky centra v krajine
a zabezpeCi, ze vnich budi uvedené
vSetky udaje a poziadavky vyzadované
platnymi zdkonmi v prislusnej krajine.

Opravnena institacia zabezpeci
odskodnenie Sponzora v pripade
akychkol'vek §kod sposobenych zlym
prekladom  dokumentov  uvedenych

vysSie. Okrem toho Narodny koordinator
skasania odosle Sponzorovi sthrnné
informacie v anglitine o hlasovani
v etickej komisii a 0 schvaleni prislusnych
organov v krajine.

3.2.3. Narodny koordinator skuSania
podava ziadosti a ziskava vSetky zakonné,
uradné a iné povolenia vo svojej krajine
vsulade s poziadavkami stanovenymi
platnymi zakonmi a predpismi vo svojej
krajine, odosle  koépiu  (Ziadosti)
Sponzorovi. Nérodny koordinator
skasania véas poskytne Sponzorovi
vSetky nalezité uradné dokumenty
vyzadované Sponzorom.

3.2.4. Vzdy, ked to bude potrebné,
Narodny koordinator skuSania zostavi
a predlozi etickej komisii a prislusnym
kompetentnym organom patricné
dokumenty v pripade doplnenia protokolu
Studie (vratane nového skusajuceho centra
alebo investigatora), v stilade s narodnymi
predpismi aso schvalenim Sponzora.
Narodny koordinator sktsania ihned’
poskytne kopiu  vSetkych  schvaleni
ziskanych od etickych komisii
a kompetentnych organov.

LBL 2018
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3.25. The National Coordinating
Investigator shall ensure that every
participating study site in that Country,
including the Authorized Institution, is
familiar with the NHL-BFM treatment
regimen for lymphoblastic lymphoma
which has to be confirmed in writing by
each participating study site prior to the
start of Study. The National Coordinating
Investigator shall provide the Sponsor
with copies of each participating study
site’s confirmation. In case a study site
which is supposed to participate in the
Study is not familiar with the NHL-BFM
treatment regimen for lymphoblastic
lymphoma, that study site cannot
participate in the Study.

3.2.6. When all legal conditions for the
start of the trial in that Country are
fulfilled, the National Coordinating
Investigator shall notify the Sponsor in
writing.

3.3. Execution of Study

3.3.1. After receiving the Sponsor’s
confirmation the National Coordinating
Investigator shall immediately start to
initiate the trial sites in his Country. He
shall notify the Sponsor about each
initiation within fourteen (14) days.

3.3.2.  The National Coordinating
Investigator  shall complete  the
investigator’s file received from the
Sponsor with local documents (regulatory
approvals, Patient Information Sheet,
Informed Consent and other necessary
documents) and hand them over to the
initiated trial sites.

3.3.3.  The National Coordinating
Investigator shall organize the distribution
of trial medication to the trial sites if
necessary as well as ensuring that all such
trial medication is appropriately labeled
according to applicable law.

3.2.5. Narodny koordinator skuSania
zabezpeci, aby kazdé  pracovisko
zuCastiujuce sa Stadie prebiehajucej
v danej krajine, vratane opravnenej
institucie, bolo oboznamené s lieCebnym
rezimom NHL-BFM pre lymfoblastovy
lymfém, ¢o musi byt pisomne potvrdené
kazdym zucastnenym pracoviskom Studie
eSte pred zaciatkom S§tadie. Narodny
koordinator skusania poskytne
Sponzorovi kopie potvrdeni vsetkych
zucastnenych pracovisk Studie. V pripade,
ze pracovisko, ktoré sa ma zacastnit’ sa na
studii, nebolo oboznamené s lieCebnym
rezimom NHL-BFM pre lymfoblastovy
lymfom, takéto pracovisko sa nemoze
zucastnit’ klinickej skasky.

3.2.6. Ked’ budu splnené vsetky pravne
podmienky pre zacatie (klinickej) skusky
v danej krajine, Narodny koordinator
skuSania to pisomne oznami Sponzorovi.

3.3. Vykonanie skisky

3.3.1. Po doruceni potvrdenia Sponzora,
Narodny koordinator skuSania zaCne
okamzite iniciovat’" pracoviskd klinicke;j
skasky vo svojej krajine. Upovedomi
Sponzora o kazdej iniciacii v priebehu
Strnast’ (14) dni.

3.3.2. Narodny koordinator sktsania
skompletizuje spis vyskumu, doru¢eny od
Sponzora, miestnou  dokumentaciou
(povolovacie schvalenia, osobna Kkarta
pacienta, informovany sthlas ainé
potrebné dokumenty) aodovzdda ich
iniciovanym  pracoviskam  klinickej
skusky.

3.3.3. Narodny koordinator skuSania
zorganizuje, ak je to potrebné, distribuciu
lieciva klinickej skuSky na pracoviska
skasky azabezpeCi, aby bol tento
testovany  liek  prisluSne  oznaceny
v zmysle platnych zédkonov.
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4.1.

4.2.

3.34. The National Coordinating
Investigator ensures that the responsible
competent authority, ethics committees
and investigators participating within the
Country are informed of all SUSARs and
all other relevant safety information
including Annual Safety Reports in
accordance  with national legal
requirements. Details of sharing tasks
with Sponsor’s safety desk will be
covered by the SOP: “Quality assurance:
Serious Adverse Event Reporting in LBL
2018 clinical trial”.

3.3.5. The National Coordinating
Investigator shall be responsible for
monitoring of the clinical trial at the trial
sites in the Country according to
Sponsor’s instructions.

3.3.6. The National Coordinating
Investigator shall send the monitoring
reports immediately to the Sponsor.
Details are outlined and regulated in
Section 8.hereunder.

STUDY DATA & RESULTS

All  documentation  (e.g.  reports,
documents, data and other work results)
provided to Authorized Institution or
National Coordinating Investigator by
Sponsor under this Agreement shall
remain the property of Sponsor. The
National Coordinating Investigator shall
retain all essential documents specific to
the Sponsor according to applicable law

All inventions, know how, new uses,
processes, information, documentation,
data, materials, documents and results
(regardless of whether or not patentable)
generated in connection with the Study
(""Study Results™) shall be owned by
Sponsor.  Authorized Institution and
National Coordinating Investigator shall
make all Study Results available to
Sponsor.  Authorized Institution and
National Coordinating Investigator retain
the right to use the Study Results where
needed according to applicable law. If any
Study Results have not yet been provided
to Sponsor, Sponsor shall be allowed to
access such Study Results at any time by
Authorized Institution and National
Coordinating Investigator upon request.

4.2.

3.3.4. Narodny koordinator skuSania
zabezpeci, aby zodpovedné kompetentné
organy, etické komisie a skuSajuci,
zacastiujici sa skusky v danej krajine,
boli informovani o vSetkych podozreniach
na zavaznu neziadicu reakciu (SUSAR)
aovsetkych  ostatnych  relevantnych
bezpecnostnych informaciach, vratane
vyroénych bezpecnostnych sprav v stilade
S vnutroStatnymi pravnymi poziadavkami.
Podrobnosti zdiel'ania uloh
S bezpecnostnym oddelenim budi pokryté
Standardnym prevadzkovym postupom:
,,Zabezpecenie kvality: Hlasenie
zavaznych neziaducich udalosti
Vv klinickej skaske LBL 2018

3.3.5. Narodny koordinator skuSania
bude zodpovedat za monitorovanie
klinickej skusky na pracoviskach skusky
Vv danej krajine podl'a pokynov Sponzora.

3.3.6. Narodny koordinator skuSania
bude ihned zasielat monitorovacie
hlasenia Sponzorovi. Podrobnosti su
naértnuté a stanovené v Casti 8. niZdie
v tejto zmluve.

UDAJE STUDIE A VYSLEDKY

Celda dokumentacia (napr. hlésenia,
dokumenty, udaje aostatné vysledky
prace) poskytovana opravnenej institdcii
alebo Narodnému koordinatorovi skuSania
Sponzorom podla tejto zmluvy zostava
majetkom Sponzora. Narodny koordinator
skuSania uschova vsetky podstatné
dokumenty S$pecifické pre Sponzora
v zmysle platnych zédkonov.

Vsetky vynalezy, know how, nové
pouzitia, procesy, Udaje, dokumentacia,
data, materialy, dokumenty a vysledky
(bez ohl'adu na to, ¢i st patentovatelné,
alebo nie) wvytvorené v spojitosti so
stadiou (d’alej len ,,vysledky stadie®) bude
vlastnit’” Sponzor. Oprévnena institucia a
Néarodny koordinator skuSania  vsetky
vysledky stadie spristupnia Sponzorovi.
Opravnenej inStituicii a  Narodnému
koordinatorovi skuSania zostava pravo
pouzivat Vysledky S$tadie, ak si to
vyzaduju platné zakony. Ak niektoré
Vysledky Studie eSte neboli poskytnuté
Sponzorovi, Sponzor ma opravnenie
dostat’ kedykol'vek na zaklade ziadosti od
opravnenej inStituicie a  Narodného
koordinatora sktSania pristup k tymto
Vysledkom studie.

LBL 2018

Agreement between the sponsor and the national coordinating investigator

Page 10 of 30



CONTRACT Version 2.0

4.3.  Authorized Institution and National 4.3. Opravnena inStiticia a  Narodny
Coordinating Investigator shall notify koordinator skuSania st povinné pisomne,
Sponsor without undue delay in writing bez zbytoéného odkladu a v dovernej
and in a confidential manner as to all informacii upovedomit’ Sponzora
inventions, discoveries and improvements 0 vsetkych vynalezoch, objavoch
generated in connection with the Study. a vylepSeniach vytvorenych v suvislosti
Authorized Institution and National so Studiou. Opravnena institicia a
Coordinating Investigator will take all Nérodny koordinator skusSania podnikni
reasonable steps to ensure that its vSetky potrebné kroky a zabezpeéia, aby
contractual arrangements with any third ich zmluvné podmienky s akoukol'vek
party, including its agents, subcontractors tretou stranou, vratane konatelov,
(including investigators) and other subdodavatelov ~ (vratane  sktsajucich
representatives provide for the automatic pracovisk) a ostatnych zastupcov, zaistili
assignment to Sponsor of all Study automatické odosielanie vsetkych
Results. vysledkov studie Sponzorovi.

4.4.  Authorized Institution and National 44. Opravnend  inStiticia a  Narodny
Coordinating Investigator shall exercise koordinator ski$ania vyvini maximalne
their best efforts to cooperate with usilie na spolupracu so Sponzorom pri
Sponsor in obtaining patent protection for ziskavani patentovej ochrany vsetkych
any inventions comprised by the Study vynalezov,  ktor¢é  budu  sucastou
Results. Vysledkov Stadie.

45.  Before data entry and computerization of 45. pred datum zadania a pocitacového
the collected study data, the approval of spracovania zozbieranych udajov Stadie
applicable data protection committee will bude vyZzadované schvalenie prislusne;
be requested, if required. komisie na ochranu dat, ak sa to bude

4.6. The declaration of the end of Study as vyZadovat'.
well as Study Results will be 4.6.  Vyhlasenie ukonCenia $tadie, ako aj
communicated to health authorities and Vysledkov ~ §tadie bude Narodnym
ethic committee by the National koordinatorom  skuSania  oznamené
Coordinating Investigators according to zdravotnickym organom a etickej komisii
the national law of Country. v zmysle platnych zakonov danej krajiny.

5. THIRD PARTY INVOLVEMENT 5. UCAST TRETICH STRAN
Authorized Institution and National Opravnena  institicia a  Narodny
Coordinating Investigator may transfer a koordinator skuSania mozu preniest’ tlohu
task or obligation under this Agreement to alebo povinnost’ v zmysle tejto zmluvy na
a third party provided they notify Sponsor tretiu  stranu, ak otomto povereni
promptly in writing about this delegation. promptne pisomne upovedomia
Authorized Institution and National Sponzora. Opravnena institucia a Narodny
Coordinating Investigator shall koordinator skuSania musia zmluvne
contractually ensure that the third party is zabezpecit', aby bola tretia strana viazana
bound by the obligations under this povinnostami v zmysle tejto zmluvy
Agreement in the same manner as rovnakym spdsobom, ako opravnena
Authorized Institution and National in$titacia a Narodny koordinator skusania
Coordinating Investigator and that they a ze bude tieto povinnosti plnit’ rovnakym
shall fulfil such obligations in the same sposobom, ako opravnena inStitiicia a
way as Authorized Institution and Narodny
National Coordinating Investigator. In Koording Kdgani Opri .
particular, Authorized Institution and .Ovo.r ,m'atorN’ quima' ding prlf,vvn eha
National Coordinating Investigator shall msmucvla a ~Narocny Xoor mvator,s usania
ensure that such a third party performs in predovietkym zabezpecia, 7 tato ftretia

. . strana bude postupovat’ v sulade so
accordance with the SOPs of Authorized standardnvmi 1 dzkovmi postupmi
Institution and National Coordinating stancardnyit prevadzxovymi postupmi
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Investigator as approved by Sponsor. opravnenej inStituicie a  Narodného
Authorized Institution and National koordinatora  skuSania,  schvalenymi

Coordinating Investigator shall retain full
responsibility for the work generated by
any subcontractor, as if Authorized
Institution and National Coordinating
Investigator themselves were performing
such work.

Sponzorom. Opravnend inStitucia a
Narodny koordinator skuSania ostavaju
plne zodpovedni za pracu vytvorenu
subdodavatelom,  akoby  opravnena
institacia a Narodny koordinator skuSania
tato pracu sami vykonavali.

6. SELECTION OF STUDY SITES 6. VYBER LOKALIT/PRACOVIiSK
STUDIE

6.1.  Authorized Institution and National
Coordinating  Investigator ~ shall ~ be 6.1.  Opravnena institicia a  Narodny
responsible for selecting the study sites koordinator skii§ania budi zodpovedni za
and investigators to be involved in the vyber pracovisk §tadie a zapojenych
Study in the Country. Authorized investigatorov ~ §tudie  danej  krajiny.
Institution and National Coordinating Opravnena  indtiticia a  Narodny
Investigator shall enter into the respective koordinator skii$ania  podpiSu prislusné
agreements with the study sites and zmluvy s pracoviskami stadie
investigators and shall ensure thereby that ainvestigitormi atym zabezpelia, Ze
the study sites and investigators comply pracoviska §tudie a investigatori spliiaju
with all relevant applicable legal prislusné  platné  pravne  predpisy
regulations in each case and that the site v kazdom pripade jednotlivo a Ze zmluvy
agreements are in compliance with the s pracoviskami st v sulade s domécimi
national law of the Country as well as in zdkonmi danej krajiny, a vsulade aj
compliance with the regulations of this s usmerneniami tejto zmluvy
agreement and the obligations of a povinnostami opravnenej inStitucie a
Authorized Institution and National Narodného koordinatora ski$ania
Coordinating  Investigator  hereunder vzmysle tejto zmluvy, ¢o musi byt
which have to be equally fulfilled by the rovnako splnené pracoviskami §tadie.
study sites. Authorized Institution and Opravnena  indtiticia a  Narodny
National Coordinating Investigator shall koordinator skusania podpisu také zmluvy
enter into such agreements in their own vo vlastnom mene. Na ziadost’ Sponzora,
names. Upon  Sponsor’s  request, opravnena  inStiticia a  Narodny
Authorized Institution and National koordinator sktisania poskytna
Coordinating Investigator shall provide Sponzorovi  kopie zmlav  vietkych
Sponsor with copies of any site study pracovisk §tudie, uzavretych opravnenou
agreement  concluded by Authorized indtiticiou a Narodnym koordinatorom
Institution and National Coordinating ski$ania alebo vSetkymi potrebnymi
Investigator ~ and/or any  necessary informaciami tykajucimi sa tychto zmlav.
information regarding these contracts.

_ o 6.2. Vsulade so zasadami ICH-GCP,

6.2. In accordgnce Wlth the principles investigatori moézu byt zahrnuti v Stadii
of ICH-GCP, investigators may be len ak zaistia riadne a spravne vykonanie
included in the Study only if they ensure a Stadie. Po vybere prislusnych pracovisk
due and proper performance of the Study. Stadie ako aj prislusnych investigatorov,
After the selection of the respective study opravnena institdcia a Narodny
sites as well as the respective koordinator skasania pisomne
investigators, Authorized Institution and upovedomia  Sponzora 0 prislusnych
National Coordinating Investigator shall pracoviskach a investigatoroch.
notify Sponsor in writing as to the
respective sites and investigators.
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7.2.

On Sponsor’s request, Authorized
Institution and National Coordinating
Investigator shall include in such
notification a curriculum vitae of the
respective investigators as well as their
representatives.

QUALITY ASSURANCE

Authorized Institution and National
Coordinating Investigator shall carry out
all necessary quality assurance measures
for the Study in order to ensure
compliance with ICH-GCP (in particular
Section 5.18.1 of the ICH-GCP
Guideline) and all applicable provisions
of law, the Protocol, the clinical trial
agreements and the general requirements
for conducting the Study.

Authorized Institution and National
Coordinating Investigator provide an
established, extensively-documented and
independently-audited quality
management system. Authorized
Institution and National Coordinating
Investigator shall in particular carry out
the monitoring of the participating study
sites and investigators in accordance with
the most current version of the monitoring
manual. The monitoring manual shall be
attached to this Agreement, Appendix 6.
Appendix 6 shall be an integral part of
this Agreement. After each visit to a study
site or after each study-related contact
Authorized Institution and National
Coordinating Investigator shall, without
undue delay (according to monitoring
manual ), provide to Sponsor a detailed
written report in relation thereto. In
particular the report shall contain details
as to the date, location and the names of
the monitor and the investigator and any
other contacted persons. The report shall
contain a summary as to the scope of the
examination and any conclusions in
relation to important findings/facts,
deviations or defects, conclusions to be
drawn as well as any measures undertaken
or to be undertaken and/or any measures
recommended for ensuring compliance.
Authorized Institution and National
Coordinating Investigator shall inform
Sponsor without undue delay (but no later
than within 24 hours after becoming
aware) of any important information.

7.2.

Na ziadost’ Sponzora, opravnena institticia
a Narodny koordinator skusania do takého
oboznamenia Sponzora zahrnu Zivotopisy
prislusnych investigatorov, ako aj ich

zastupcov.
ZABEZPECENIE KVALITY
Opravnena  inStiticia a  Narodny

koordinator skuSania podniknu vSetky
potrebné opatrenia na zabezpecenie
kvality Stadie, aby zaistili dodrziavanie
smernice ICH-GCP (najmi casti 5.18.1
smernice ICH-GCP) avSetky prislusné
ustanovenia zakona, Protokolu, zmlav
klinickej skusky a v§eobecnych
poziadaviek pre vykonanie Klinickej
Studie.

Opravnena  inStiticia a  Narodny
koordinator skusania zabezpecia
zavedeny, rozsiahlo zdokumentovany
a nezavisle auditovany systém

manazmentu kvality. Opravnena institicia
a Narodny koordinator skuSania buda
najma vykonavat’ monitorovanie
za¢astnenych pracovisk $tadie a investi-
gatorov v stlade s najaktualnejSou verziou
prirucky monitorovania. Prirucka
monitorovania bude v prilohe tejto
zmluvy ako Priloha 6. Priloha 6 bude
neoddelitenou sucast’'ou tejto zmluvy. Po
kazdej navsteve pracoviska Studie alebo
po kazdom kontakte ohladom Studie,
opravnena  inStiticia a  Narodny
koordinator skuSania bez zbyto¢ného
odkladu (podla prirucky monitorovania ),
poskytni otom Sponzorovi detailné
pisomné hlasenie report. Hlasenie musi
obsahovat’ najmé tdaje o datume, mieste
a menach monitorujiiceho a investigatora,
ako aj vSetkych ostatnych dotknutych
osOb. Hlasenie musi obsahovat’ zhrnutie
tykajuce sa ramca preskimania a vSetky
zavery tykajice sa dolezitych zisteni
alebo faktov, odchylok alebo defektov,
zaverov, ktoré treba vyvodit ako aj
podniknutych opatreni alebo tych, ktoré
treba podniknut’ a vSetkych opatreni
odportcanych pre zabezpecenie splnenia.
Opravnena  inStiticia a  Narodny
koordinator skiSania ~ budd  bez
zbytocného odkladu informovat’ Sponzora
(najneskér vSak do 24 hodin, odkedy sa
dozvedia) 0 vsetkych délezitych
informaciach.
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7.3.  To the extent that Authorized Institution 7.3. Pokial opravnena institicia a Narodny
and National Coordinating Investigator or koordinator skuSania alebo Sponzor
Sponsor determine that the activities of rozhodnti, ze  aktivity  niektorého
any study site and/or investigator are not pracoviska Stidie alebo investigatora nie
being provided in a due and correct st poskytované riadnym a spravnym
manner in  accordance  with  the sposobom v sulade s poziadavkami ICH-
requirements of ICH-GCP, the Protocol, GCP, Protokolu, zmluvy klinickej $tudie
the clinical trial agreement and/or the alebo prislusnymi ustanoveniami zakona,
applicable provisions of law, Authorized opravnena institucia a Narodny
Institution and National Coordinating koordinator  skiiSania musia o tom
Investigator shall immediately inform okamzite upovedomit’ Sponzora. Sponzor
Sponsor.  Sponsor and  Authorized a opravnena institicia vratane Narodného
Institution  including the  National koordinatora skuSania sa potom v dobrej
Coordinating Investigator will then in viere dohodnti na d’alSom postupe.
good faith agree on how to proceed.

7.4. Opravnena institGcia a  Narodny

7.4.  Authorized Institution and the National koordinator sktsania zaviazu kazdého
Coordinating Investigator shall oblige any investigatora, aby bez zbyto¢ného
investigator to revise without undue delay odkladu  opravil  vSetky  chybné,
any defective, incomplete, implausible or nekompletné, nepravdivé alebo nespravne
non-compliant processed CRF in relation spracované  formulare  zdznamov o
to the study protocol. Sponsor may adapt pripade, tykajuce sa protokolu Studie.
the deadlines for the supply of the Sponzor moéze prispdsobit’ konecné
documents mentioned above. Sponsor, terminy pre doruCenie dokumentov
Authorized Institution and National spominanych vys$$ie. Sponzor, opravnena
Coordinating Investigator shall verify any in$titacia a Narodny koordinator skusania
open queries and ensure that the CRF overia vsetky otvorené otazky
complies with the quality requirements. a zabezpeéia, aby formulare zaznamov o

pripade vyhovovali poziadavkam kvality.

7.5.  Authorized Institution and National
Coordinating  Investigator agree to 7.5. Opravnena  inStiticia a  Narodny
maintain (i) all important documents of koordinator skusania suhlasia s tym, Ze si
the Study, including the Protocol, and (ii) ponechaju (i) vsetky dolezité dokumenty
records of all services performed under Stadie, vratane Protokolu, a (ii) zaznamy
this Agreement in accordance with all vsetkych sluzieb vykonanych na zaklade
applicable national and international laws, tejto  zmluvy  vsulade s platnymi
statutes and/or guidelines. narodnymi a medzinarodnymi zakonmi,

stanovami a smernicami.

7.6. Sponsor or Sponsor’s authorized
representative is entitled to conduct an 7.6.  Sponzor alebo Sponzorom povereny
audit for quality assurance at the premises zastupca ma opravnenie vykonat audit
of Authorized Institution and National zabezpeCenia  kvality v priestoroch
Coordinating Investigator during normal opravnenej institacie a Narodného
business hours and subject to prior written koordinatora skiiSania pocCas beznej
notification. Sponsor shall be entitled to pracovnej doby ana zéklade
inspect all data related to the performance predchadzajuceho pisomného
of the Study as well as any records and upozornenia. Sponzor ma opravnenie
documentation.  For  this  purpose skontrolovat’ vsetky udaje tykajice sa
Authorized Institution and National vykonania stadie, ako aj vSetky zaznamy
Coordinating Investigator shall make a dokumentaciu. Na tento ucel opravnena
available suitable rooms. institucia a Narodny koordinator skuSania

spristupnia vhodné miestnosti.
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7.7.

Upon Sponsor’s request, Authorized
Institution and National Coordinating
Investigator shall make available copies
of documents. Authorized Institution and
National Coordinating Investigator shall
ensure that the personnel of Authorized
Institution and National Coordinating
Investigator are available for any
guestions and discussions and Authorized
Institution and National Coordinating
Investigator  shall actively  support
Sponsor’s audit. Sponsor shall provide
Authorized Institution and National
Coordinating Investigator with a written
audit report within 6 weeks after an audit.
Authorized Institution and National
Coordinating Investigator shall respond to
any complaints of Sponsor within 6 weeks
after receipt of the report and shall
describe in detail which measures
Authorized Institution and National
Coordinating Investigator will undertake
to rectify the respective problems subject
to complaint and in which timeline.

In urgent cases alternative timelines may
be scheduled with Sponsor.

As soon as Authorized Institution and
National Coordinating Investigator
become aware that any competent
authority plans to carry out an inspection
at the premises of Authorized Institution
and National Coordinating Investigator,
Authorized Institution and National
Coordinating Investigator shall
immediately notify Sponsor in writing.
Sponsor is entitled to participate in any
such inspection. Authorized Institution
and National Coordinating Investigator
shall inform Sponsor in writing about the
conduct and any results of any such
inspection in reasonable detail. After
receipt of the inspection report Authorized
Institution and National Coordinating
Investigator shall immediately make
available a copy of such report to
Sponsor. Before sending a response to an
inspection report, Authorized Institution
and National Coordinating Investigator
shall consult with Sponsor in order to
align such response with respect to
changes requested by Sponsor.

7.7.

Na Ziadost’ Sponzora, opravnena institucia
a  Narodny  koordinitor  skuSania
spristupnia kopie dokumentov. Opravnena
institacia a Narodny koordinator skuSania
zabezpeCia, aby kazdy pracovnik
opravnenej inStiticie a  Narodného
koordinatora skuSania boli pripraveni
odpovedat’ na vSetky otazky a diskusie a
opravnend  inStiticia a  Narodny
koordinator  skuSania budu  aktivne
podporovat’ audit Sponzora. Sponzor
doruci opravnenej institicii a Narodnému
koordinatorovi skuiSania pisomnt spravu z
auditu do 6 tyzdiov od auditu. Opravnena
institacia a Narodny koordinator skuSania
odpovedia na vSetky staznosti Sponzora
do 6 tyzdiiov od dorucenia spravy

apodrobne  opiSu, aké  opatrenia
opravnend  inStiticia a  Narodny
koordinator  skasania podnikni  pre

napravu prislusnych problémov, ktoré st
predmetom st'aznosti a vV akom casovom
horizonte.

V urgentnych pripadoch méze byt so
Sponzorom  dohodnuty  alternativny
¢asovy horizont.

Akonahle sa opravnend inStiticia a
Narodny koordinator skusania dozvedia,
7e sa niektory kompetentny organ chysta

vykonat’ in$pekciu v priestoroch
opravnenej institicie a  Narodného
koordinatora skusania, opravnena

institucia a Narodny koordinator skuSania
otom okamzite pisomne upovedomi
Sponzora. Sponzor je opravneny zucastnit’
sa kazdej takej inSpekcie. Opravnena
institacia a Narodny koordinator skuSania
bude pisomne informovat Sponzora
0 vykonani a vSetkych vysledkoch takej
in$pekcie s primeranou podrobnostou. Po
doruceni spravy zinSpekcie opravnena
institicia a Narodny koordinator skuSania
okamzite spristupnia kopiu tejto spravy
Sponzorovi. Pred odoslanim odpovede na
spravu z inSpekcie sa opravnena institicia
a Narodny koordinator skuSania poradia
S0 Sponzorom, aby svoju odpoved
prisposobili  zmenam  pozadovanym
Sponzorom.
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9.

DUTIES OF AUTHORIZED
INSTITUTION AND NATIONAL
COORDINATING INVESTIGATOR
TO REPORT

Authorized Institution and National
Coordinating Investigator shall send to
Sponsor on an on-going basis once every
quarter in the first three years and every
half from the fourth year of study duration
reports (see Appendix 4 for a template) as
to the progress of the Study and other
important information (e.g. knowledge
arising from the quality assurance of the
Study, status of the patient participation,
protocol deviations etc.). Upon the written
request of Sponsor, Authorized Institution
and National Coordinating Investigator
shall respond in writing to any additional
questions resulting from these reports.
Upon completion or termination of the
Study, Authorized Institution and
National Coordinating Investigator shall
send without undue delay a final report to
Sponsor summarizing all data,
information and results of the Study.

NOTIFICATION AND DISCLOSURE

OBLIGATIONS, PERMITS

9.1.

9.2.

10.

Authorized Institution and National
Coordinating Investigator shall ensure
that they have all necessary permits and
allowances required under the respective
applicable regulations in order to perform
and fulfil all tasks and obligations under
this Agreement.

Authorized Institution and National
Coordinating Investigator shall timely
make all notifications required for their
own activities.

PUBLICATION

The publication of Study Results of the

Study shall be in accordance with the Protocol.

9.1.

9.2.

10.

NAHLASOVACIE POVINNOSTI
OPRAVNENEJ INSTITUCIE A
NARODNEHO KOORDINATORA
SKUSANIA

Opravnena  inStiticia a  Narodny
koordinator skusania budi Sponzorovi
zasielat  priebezne  kazdy = Stvrtrok
v prvych troch rokoch a kazdy polrok od
Stvrtého roka trvania S$tadie hldsenia
(pozri vzor v Prilohe 4) ohl'adom pokroku
v §tadii ainych dolezitych informacii
(napr.  poznatky  vyplyvajice  zo
zabezpecenia kvality Stadie, stav 0casti
pacientov, odchylky od protokolu, atd’.).
Na zéklade pisomnej ziadosti od
Sponzora, opravnend institicia a Narodny
koordinator skusania odpovedia pisomne
na vSetky dodato¢né otazky vyplyvajice
z tychto hlaseni. Po dokonceni alebo
preruSeni Studie, opravnena institicia a
Narodny koordinator skusSania zasli bez
zbytoéného odkladu zéavere¢nu spravu
Sponzorovi, sumarizujiicu vsetky udaje,
informadcie a vysledky stadie.

POVINNOSTI A  POVOLENIA
TYKAJUCE SA OZNAMOVANIA A
ZVEREJNOVANIA

Opravnena  inStiticia a  Narodny
koordinator skuSania zabezpecia vSetky
potrebné povolenia a potvrdenia
vyzadované v zmysle prislusnych
platnych predpisov aby mohli vykonavat
asplnit  vsetky ulohy a povinnosti
v zmysle tejto zmluvy.

Opravnena  inStiticia a  Narodny
koordinator skuSania véas vykonaju

vSetky ohlasenia vyzadované pre ich
vlastné aktivity.

PUBLIKOVANIE

Uverejnenie Vysledkov Stadie musi byt

v sulade s protokolom.

LBL 2018

Agreement between the sponsor and the national coordinating investigator

Page 16 of 30



CONTRACT Version 2.0

11. DATA PROTECTION 11. OCHRANA DAT

11.1  Authorized Institution and the National 11.1 Opravnena inStiticia and Narodny
Coordinating Investigator fully ensure koordinator skuSania celkovo zabezpecia,
that the participating study sites and their aby zucCastnené pracoviska Stidie aich
study personnel are informed and will pracovnici boli informovani a opatria svoj
obtain their written consent and the pisomny sthlas apisomny  suhlas
written consent of the study personnel of pracovnikov ~ Stadie  z pracovisk na
the sites with respect to the processing of spracovanie vsetkych potrebnych
their necessary personal data and the osobnych tudajov a prenos tychto udajov
necessary transfer of such data to the k Sponzorovi alebo k d’al§im
Sponsor or further necessary recipients in nevyhnutnym  recipientom v stlade
compliance with Article 13 GDPR in the s ¢lankom 13 GDPR po cela dobu $tadie.
course of the Study. Upon request of Na ziadost’ Sponzora opravnena institucia
Sponsor  Authorized Institution and a Narodny koordinator skiisania poskytnu
National Coordinating Investigator will prislusné informacie dokazujuce, ze
provide appropriate information proving vSetky povinnosti ohladne ¢lanku 13
that any obligations according to Article GDPR boli opravnenou institiiciou aj
13 GDPR have been met by the Narodnym koordinatorom sktsania, ako
Authorized Institution and the National aj vSetkymi zaCastnenymi pracoviskami
Coordinating Investigator and as well by Stadie, splnené.
all participating study sites.

11.2  Sponzor poskytne formular v zmysle

11.2  The Sponsor provides a form according to Cla?ku 13 quPR a.k,o Pr110111\111, > dte,JﬁO
Article 13 GDPR as Appendix 5 to this im u:{.y’, mko,rvm wucu arodne ;’1
Agreement to inform the National Ootr) n aﬁor,ad > usar.ni © ?ﬁre{cqvinl i
Coordinating  Investigator about the gs9 nyeh ucajov a 1ch prisiusnych prav.

. . . riloha 5 je neoddelitelnou stucastou tejto
processing of their personal data and their zmluvy
respective rights. Appendix 5 shall be an '
integral part of this Agreement. 11.3 Ak je dana krajina mimo Eur6pskej tnie
alebo Eurépskeho hospodarskeho

11.3  If the Country is outside of the European priestoru (EHP), opravnena institicia a
Union/ European Economic Area (EEA), Narodny koordinator skusania
Authorized Institution and the National zabezpeCia, aby sa bud GDPR alebo
Coordinating Investigator shall ensure podobna uroven ochrany dat ako GDPR
that either the GDPR or a similar level of pouzila pre akékol'vek osobné udaje, ktoré
data protection as the GDPR is upheld for budi spractivané pocas priebehu studie.
any type of personal data that is processed
during the conduct of the Study.

12 TERM AND TERMINATION OF , v
THE AGREEMENT 12. TERMIN A UKONCENIE ZMLUVY

12.1. The Sponsor is entitled to prematurely 12.1. Sponzor mé kedykol'vek pravo predZasne
terminate the Study at any time for safety lﬂfOHClt Studiu Z’bGZpecnostn}’/ch
reasons. In addition Sponsor is entitled to dovodov. Okre“j_tf’}fo, ma Sponzor pravo
prematurely terminate the Study for any prAedcasne ukor}mt studiu z akéhokol'vek
reason set out in the Protocol. dovodu uvedencho v protokole.

12.2. Tr_us Agreement  will b(_acome effective 12.2.  Tato zmluva sa stane u&innou v defi
W'th_ the last dat_e of 5|g_nature k_)y the posledného podpisu zmluvnych stran
Parj['es_ and  will per§|st until all abude platit az kym nebudd splnené
obll_gatlons of the Parties have been vietky povinnosti zmluvnych strén.
fulfilled.
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12.3. In addition to any other rights or remedies 12.3. Okrem vsetkych ostatnych prav alebo
available at law, this Agreement may be opatreni dostupnych zo zakona, tato
terminated: zmluva méze byt’ ukoncena:

a) by either Party on written
notice effective immediately
if the other Party commits a
material breach of this
Agreement which is not
capable of cure or which is
capable of cure but is not
cured within thirty (30) days
of receipt of written notice
from the other Party; or

b) by either Party on written
notice effective immediately,
should there be reasonably
compelling evidence that
patient safety is at risk should
the Study continue, data
integrity be compromised,
and/or reasonable belief that
good clinical practice or
applicable laws or regulations
will be materially violated; or

c) by either Party on written
notice effective immediately
in the event (i) of a Party’s
liquidation, bankruptcy or
state of insolvency, (ii) a
(non-abusive) application to
initiate insolvency
proceedings against a Party
has been filed, (iii) any
executions against a Party
have been fruitless, or (iv)
either Party is unable to pay
its debts as they become due
in the ordinary course of
business; provided that the
terminating Party  shall
provide sufficient and
substantive evidence of the
respective event (i)-(iv); or

d) by Sponsor on written notice
effective immediately in one
of the following events:

— the Study is prematurely
terminated due to reasons
other than set forth in
lit. (b) above;

a)

b)

d)

Ktoroukol'vek zo zmluvnych stran
pisomnou vypovedou platnou
okamzite, ak sa druhda zo
zmluvnych stran dopusti
zasadného porusenia tejto
zmluvy, ktoré nie je mozné
napravit, alebo ktoré sa da
napravit’, ale nie je napravené do
tridsat’ (30) dni od dorucenia
pisomnej vypovede od druhej
zmluvnej strany; alebo

Ktoroukol'vek zo zmluvnych stran
pisomnou vypovedou platnou
okamzite, ak by sa vyskytol dost’
zavazny dokaz, ze bezpecnost
pacienta by bola v ohrozeni, keby
Studia pokracovala, neporuSenost’
dat by bola kompromitovana,
alebo kvoli dévodnému
presvedceniu, ze spravna klinicka
prax alebo prislusné zakony ¢i
predpisy by boli  zavazne
porusené; alebo

Ktoroukol'vek zo zmluvnych stran
pisomnou vypovedou platnou
okamzite v pripade (i) likvidacie
jednej zo zmluvnych stran,
bankrotu alebo stavu platobnej
neschopnosti, (ii) Ze bola podana
ziadost’ o zacatie konani z dovodu

platobnej  neschopnosti  voci
zmluvnej strane,  (iii) Ze
akékol'vek exekucie  proti

zmluvnej strane boli bezvysledné,
alebo (iv) niektora zo zmluvnych
stran je neschopnad platit’ svoje
dlhy pocas ich  splatnosti
V beZznom obchodovani; za
predpokladu, ze zmluvna strana
odstupujuca od zmluvy poskytne
dostatocné¢ a podstatné¢ dokazy
niektorej  z okolnosti  (i)-(iv);
alebo

Sponzorom pisomnou vypovedou
platnou okamzite v pripade
jednej z uvedenych okolnosti:

— Stidia je  predcasne
ukoncéena z inych
dovodov, neZ je uvedené
v odseku (b) vyssie;
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— the Parties are unable to
agree on a new schedule
in case of a delay in the
schedule under Section 6
or if it is unreasonable for
Sponsor to continue the
Agreement as a result of
such delay;

— Authorized Institution
and National
Coordinating Investigator
do not rectify a complaint
of Sponsor in an audit
report within the period
set out in Section 8
subsection 6;

— Authorized Institution
and National
Coordinating Investigator
are unable to provide
sufficient financial
capacities according to
3.1.7.; or

e) by Sponsor on thirty (30) days

prior written notice.

12.4. Effects of Termination

a) Upon request of Sponsor, and

if applicable, Authorized
Institution and  National
Coordinating Investigator
shall fully cooperate with
Sponsor for the transfer of all
Study-related materials and
documents reasonably
necessary for Sponsor to take
over the Study performance or
have the Study taken over by
a third party. Such
cooperation  shall  include
assistance in the taking over
of the Study.

— Zmluvné strany nie st
schopné dohodnut’ sa na
novom c¢asovom
harmonograme V pripade
oneskorenia
v harmonograme
uvedenom v ¢asti 6 alebo
ak je pre Sponzora
neraciondlne pokracovat
v zmluve v dosledku
takéhoto oneskorenia;

— Opravnena inStitacia a

Nérodny koordinator
skusania nevyriesia
staznost’ Sponzora

v sprave auditu v lehote
stanovenej v Casti 8,
odsek 6;

— Opravnena inStitacia a

Néarodny koordinator
skuSania nie su schopné
poskytnut’ dostatocné
finan¢né prostriedky
vzmysle bodu 3.1.7;
alebo

e) Sponzorom, tridsat’ (30) dni

pred pisomnou vypovedou.

Dosledky odstapenia od zmluvy

a) Na ziadost Sponzora aak je

to vhodné, opravnena
inStiticia a Nérodny
koordinator skuSania musia
celkovo  spolupracovat so
Sponzorom  na  presune
vsetkych materialov
a dokumentov tykajucich sa
studie, ktoré st potrebné
k tomu, aby Sponzor prevzal
pracu na $tadii, alebo aby ju
nechal prevziat tretou
stranou. Této spolupraca musi
zahfnat pomoc pri preberani
Stadie.
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13.

b) In the event the Study is
terminated prematurely,
Authorized Institution and
National Coordinating
Investigator shall wind down
the Study as expeditiously as
possible and in accordance
with  Sponsor's  reasonable
instructions and all applicable
national, federal, state and
local laws, regulations and
guidelines. Authorized
Institution and  National
Coordinating Investigator
shall use their best efforts to
minimize  any  expenses
resulting from such early
termination.

Within thirty (30) days of the expiration
or termination of this Agreement for any
reason, Authorized Institution and
National Coordinating Investigator will
return to Sponsor all completed, partially
completed and unused CRFs, any other
material in Authorized Institution and
National ~ Coordinating  Investigator's
possession or control which are the
property of Sponsor and all Study results
and all documentation (e.g. reports,
documents, data and other work results)
generated  under  the  Agreement.
Authorized Institution and National
Coordinating Investigator shall have no
right of retention.

CONFIDENTIALITY

Authorized Institution and National
Coordinating Investigator shall keep
confidential all documents, materials, data
and information provided by Sponsor or
on its behalf or generated under this
Agreement ("Confidential
Information™). Authorized Institution and
National Coordinating Investigator shall
use Confidential Information solely for
fulfilling their obligations under this
Agreement and shall ensure that such is
not disclosed to any third party. This shall
apply to Confidential Information
disclosed orally and in writing.

13.

b) V pripade, ze bude studia
ukonéena predCasne, opravnena
inStiticia a Narodny koordinator
sktisania postupne ¢o
najoperativnejSie zastavia Studiu a
v sulade srozumnymi pokynmi
Sponzora a vSetkymi prislusSnymi
narodnymi, federalnymi, Statnymi
a miestnymi zakonmi, predpismi
a smernicami. Opravnena
institucia a Narodny koordinator

skuSania musia vynalozit’
maximalne usilie na
minimalizovanie akychkol'vek

nakladov vyplyvajucich z tohto
predcasného ukoncenia zmluvy.

Do tridsiatich (30) dni od vyprSania alebo
ukonCenia  platnosti  tejto  zmluvy
z akychkol'vek  dovodov,  opravnena
institucia a Narodny koordinator skuSania
vratia Sponzorovi vSetky ukoncené,
¢iasto¢ne ukoncené a nevyuzité formulare
zaznamov o pozorovani, akékol'vek iné
materialy prechovavané alebo spravované
opravnenou inStiticiou a Narodnym
koordinatorom  skaSania, ktoré su
vlastnictvom Sponzora, ako aj vSetky
Vysledky stadie a vsetku dokumentaciu
(napr. hlasenia dokumenty, data a ostatné
vysledky prace) vytvorené podla tejto
zmluvy. Opravnena institicia a Narodny
koordinator sktSania nebudi mat pravo
na ich zadrZanie.

DISKRETNOST

Opravnena  inStiticia a  Narodny
koordinator skuSania musia zachovat
mlcanlivost’ o vSetkych dokumentoch,
materialoch, datach a informaciach, ktoré
im boli poskytnuté Sponzorom alebo
v jeho mene, alebo boli vytvorené podla
tejto zmluvy (,,Doverné informacie).
Opravnena  inStiticia a  Narodny
koordinator skuSania pouziji  doverné
informacie na plnenie svojich povinnosti
v zmysle tejto zmluvy a zabezpecia, aby
tieto neboli odhalené tretej strane. To sa
vzt'ahuje na doverné informacie odhalené
ustne alebo pisomne.
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13.1. This obligation of confidentiality and 13.1. Povinnost mlcanlivosti a nepouzivania
non-use shall not apply if and to the udajov sa nevztahuje na pripady, ked
extent that Authorized Institution and opravnena  inStiticia ~a  Narodny
National Coordinating Investigator can koordinator skuSania vedia dokazat, ze
prove that the Confidential Information doverné informacie

a) was known by Authorized a) boli zname opravnenej institicii
Institution and  National aj Narodnému koordinatorovi
Coordinating Investigator at skiSania v Case ich zverejnenia
the time of disclosure to it by Sponzorom, alebo boli nezavisle
Sponsor, or that is zistené alebo odhalené
independently developed or opravnenou inStitaciou a
discovered by Authorized Narodnym koordinatorom
Institution and  National skuSania po zverejneni
Coordinating Investigator, Sponzorom, ato bez pomoci,
after disclosure by Sponsor, pouzitia alebo vyuZitia ktorého
without the aid, application or zo Sponzorovych dovernych
use of any item of Sponsor’s udajov, ¢o dokazuju pisomné
Confidential Information, as zaznamy,
evidenced by written records; b) su teraz alebo nasledne sa stanti

b) is now, or subsequently vSeobecne zname alebo
becomes, through no act or dostupné, bez =zasahu alebo
failure to act on the part of kvoli neCinnosti zo  strany
Authorized Institution and opravnenej intiticie a
National Coordinating Narodného koordinatora
Investigator, generally known skusania;
or available; C) sG opravnenej inStiticii a

c) is disclosed to Authorized Narodnému koordinatorovi
Institution and  National skGiSania  zverejnené  tretou
Coordinating Investigator by stranou, opravnenou zverejnit
a third party authorized to ich; alebo
disclose it; or d) vyzaduje zdkon alebo sud ¢i

d) is required by law or by court administrativne nariadenie ich
or administrative order to be zverejnenie, avSak za
disclosed, provided however predpokladu, ze druha zmluvna
that the other Party is strana bude urychlene pisomne
promptly notified in writing upovedomena o takej
of such requirement prior to, poziadavke pred zverejnenim,
if practicable, disclosure and pokial’ je to mozné, a dostane
given an opportunity to obtain prilezitost  ziskat  vhodny
a suitable protective order. ochranny prikaz.

13.2. Opravnena inStiticia a  Narodny

13.2.  Authorized Institution and  National koordinator sktsania spristupnia doverné
Coordinating Investigator shall make informéacie svojim pracovnikom a inym
available Confidential Information to its tretim  stranam  zapojenym do vykonov
personnel and other third parties involved vzmysle tejto zmluvy len v nevyhnutne
in the performance under this Agreement nutnom rozsahu. Opravnend inStitucia a
only on a "need-to-know" basis. Narodny koordinator skuSania zabezpecia,
Authorized Institution and  National aby sa povinnost’ mlcanlivosti v zmysle
Coordinating Investigator shall ensure tejto zmluvy vzfahovala aj mna ich
that the confidentiality obligations under zamestnancov — a ostatn¢ tretie  strany
this Article shall also apply to its zapojen¢ do vykonu podla tejto zmluvy.
employees and other third parties
involved in the performance under this
Agreement.
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13.3.  The obligations of confidentiality under 13.3.  Povinnost' mlcanlivosti v zmysle tohto
this Section 13 shall continue after the odseku 13 bude trvat’ aj po ukonceni
expiry or termination of this Agreement. platnosti tejto zmluvy.

14.  INDEMNITY 14.  NAHRADY SKOD
Authorized Institution agrees to take out
adequate clinical ~trial insurance as Opravnend institicia suhlasi stym, Ze
required by applicable  regulatory uzatvori adekvatne poistenie klinickej
requirements to provide compensation to skusky, vyzadované poziadavkami
participants in the Study suffering injury platngch  predpisov pre poskytnutie
or death or loss caused by the kompenzicie ucastnikom Stadie, ktori
ad_mmlst_ratlon o_f the Product or any utrpia zranenie alebo Umrtie ¢i Skodu,
cI|n|_caI intervention or procedure carried sposobené podévanim Produktu alebo
out in accordan_ce with the_ProtocoI and akymkol'vek klinickym zésahom alebo
all Iegal requirements Ialq down by procedtrou vykonanou v sulade
regulatlons where the Study is conduc_ted. s protokolom a vietkymi poziadavkami
Prlo_r to the start of the Study, Authorized stanovenymi predpismi v mieste, kde
Institution  shall send a copy of prebiecha §tidia. Pred za¢iatkom $tadie
confl_rr_natlon of insurance plus terms and oprivnend  indtiticia  zasle  képiu
conditions to the Sponsor. potvrdenia poistenia ajeho zmluvnych
Sponsor shall indemnify, defend and hold podmienok Sponzorovi.
harmless Authorized Institution and its ) o ,
centers and investigators engaged in the Sponzor odskodni, bude branit akryt
Study from and against any claims, causes opravnenu - mstituciu - -ajej - centra
of action, lawsuits, liability, damages and ainvestigdtorov  zapojenych do stidie
costs that are based upon injury and pred a proti akymikofvek narokmi,
damage (including death) to any person predmetmi  Zaloby, sidnymi procesmi,
participating in the Study if injury and pravnou  zodpovednostou za Skodu,
damage are a direct result of defects in the ndhradou ~ za  Skodu  avydavkami
design of the Study unless the injury zakladajucimi  sa na zraneni a Skode
results from: (vratane umrtia) ktorejkol'vek osobe

] ) ) zaCastnenej na Stadii, ak zranenie a Skoda

a)  failure to use the trial drug in st priamym dosledkom chyb vo vykone
accordance with the Protocol; Stadie, pokial zranenie nevzniklo v

b)  negligence or willful misconduct dosledku:
on the part of Authorized S
Institution or its centers or a) pouzitia lie¢iva skuSky v rozpore
investigators; s protokolom;

c)  a breach of any applicable law or b) nedbalosti  alebo ~ vedomeho
regulation by Authorized nespravneho konania na strane
Institution,  its  centers  or opravnenej inStitucie alebo jej
investigators. centier alebo investigatorov;

C) porusenia ktoréhokol'vek
prislusného zakona alebo predpisu
opravnenou institdciou,  jej
centrami alebo investigatormi.
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Sponsor’s obligation to indemnification is
conditioned on Authorized Institution and
its third parties having (i) obtained all
necessary approval; (ii) obtained valid
written informed consent from the patient
in compliance with applicable regulations
and guidelines; and (iii) complied with the
terms and conditions of this Agreement.

Authorized  Institution  shall  notify
Sponsor promptly upon becoming aware
of a claim for which indemnification may
be sought hereunder and cooperate with
Sponsor in its investigation and defense of
any such claim.

15. GENERAL PROVISION

This Agreement may only be modified
through a written notice signed by all
Parties and specifically referring to this
Agreement.

This Agreement shall be governed by and
construed in accordance with the laws of
Germany without reference to its conflict-
of-law provisions. The Parties observe the
pertinent law of the Country and the
implementation rules issued hereunto.
Jurisdiction lies with the competent courts
in Miinster, Germany.

The invalidity of one or more provisions
of this agreement does not affect the
validity of the others. The invalid
provision is to be replaced by a provision,
which, in compliance with the legal
prescriptions, suits the purpose best.

IN WITNESS WHEREOF, the Parties have
executed three (3) copies of this Agreement.

1. For and on behalf of the Sponsor

INSTITUTION: University Hospital of
Miinster

LEGAL REPRESENTATIVE : Prof. Dr. med.
Van Aken

DATE: 06.05.2020 SIGNATURE:

Sponzorova povinnost odskodnenia je
podmienend tym, Ze opravnend institicia
ajej tretie strany (i) ziskali vSetky
potrebné povolenia; (ii) ziskali platny
informovany suhlas od pacientov v sulade
S platnymi predpismi a smernicami; a (iii)
dodrzali zmluvné podmienky tejto
zmluvy.

Opravnena institicia ihned” upovedomi
Sponzora, ked sa dozvie o naroku, za
ktory moze byt vyzadované odskodnenie
v zmysle tejto zmluvy, a bude
spolupracovat’ so Sponzorom pri jeho
vySetrovani a obrane voci takému néroku.

15. VSEOBECNE USTANOVENIE

Tato zmluva smie byt upravovana na
zaklade pisomného oznamenia,
podpisaného vsetkymi stranami zmluvy,
a konkrétne uvadzajiceho tito zmluvu.

Tato zmluva sa riadi aje zostavena
vsulade snemeckymi zdkonmi, bez
ohladu na ustanovenia o kolizii pravny
noriem. Zmluvné strany dodrziavaju

prislusny zakon danej krajiny
a vykondvacie pravidla vydané touto
zmluvou.

Jurisdikcia prindlezi prisluSnym stdom v
Miinster, Nemecko.

Neplatnost jedného alebo viacerych
ustanoveni tejto zmluvy neovplyvni
platnost’ ostatnych. Neplatné ustanovenie
bude nahradené ustanovenim, ktoré bude,
v stlade s pravnymi predpismi
najvhodnejsie pre dany tcel.

NA DOKAZ TOHO, zmluvné strany vyhotovili
tri (3) rovnopisy tejto zmluvy.

1. Za Sponzora a v jeho mene

INSTITUCIA: University Hospital of Miinster
PRAVNY ZASTUPCA: Prof. Dr. med. Van Aken

DATUM: PODPIS:
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HEAD OF DEPARTMENT: Prof. Dr. Claudia
Rossig

DATE: SIGNATURE:
06.05.2020

PERSON TO CONTACT: Prof. Dr. Dr. Birgit
Burkhardt

DATE: SIGNATURE:

06.05.2020

2. For and on behalf of the Authorized
Institution and the National Coordinating
Investigator

AUTHORIZED INSTITUTION: Detska
fakultnd nemocnica s poliklinikou Banska
Bystrica

LEGAL REPRESENTATIVE :
Ing. Juraj Gallo,
Statutory — General Director

DATE: SIGNATURE:

MUDr. Miloslav Hanula, PhD.
Statutory — Medical Director

DATE: SIGNATURE:

NATIONAL COORDINATING
INVESTIGATOR:

MUDr. Eva Bubanska, PhD.

DATE: SIGNATURE:

VEDUCI ODDELENIA: Prof. Dr. Claudia Rossig

DATUM: PODPIS:

KONTAKTNA OSOBA: Prof. Dr. Dr. Birgit
Burkhardt

DATUM: PODPIS:

2. Za opravnenu inStiticiu a Narodného
koordinatora skasania a v ich mene

OPRAVNENA INSTITUCIA:  Detska fakultna
nemocnica s poliklinikou Banska Bystrica
PRAVNY ZASTUPCA:

Ing. Juraj Gallo,
¢len Statutarneho organu — generalny riaditel’

DATUM: 22.04.2020 PODPIS:

MUDr. Miloslav Hanula, PhD.,
¢len Statutarneho organu — medicinsky riaditel

DATUM: 22.04.2020 PODPIS:

NARODNY KOORDINATOR SKUSANIA :
MUDr. Eva Bubanska, PhD.

PODRPIS:
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APPENDIX 1 Protocol PRILOHA 1 Protokol
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APPENDIX 2 Responsibility Split PRILOHA 2 Delenie zodpovednosti
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APPENDIX 3 Key Personnel
Sponsor:

University Hospital of Miinster,

Represented by the Managing Board,

Being itself represented by the Medical Director
Prof. Dr. Med. Van Aken
Albert-Schweitzer-Campus 1 Building D5, 48149
Miinster, Germany

Person to contact: Prof Dr. Dr. Birgit Burkhardt

Authorized Institution:

Helena Fillova, MD,

pediatric hematologist and oncologist
Ivana Fedorakova, MD,

pediatric hematologist and oncologist

PRILOHA 3 KIa&ovi pracovnici
Sponzor:

University Hospital of Miinster,

Represented by the Managing Board,

Being itself represented by the Medical Director
Prof. Dr. Med. Van Aken
Albert-Schweitzer-Campus 1 Building D5, 48149
Miinster, Germany

Person to contact: Prof Dr. Dr. Birgit Burkhardt

Opravnena institacia:

MUDr. Helena Fillova,
Detsky hematolog a onkolog
MUDr. Ivana Fedorakova,
detsky hematolog a onkolog
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APPENDIX 4 Progress Report Template PRILOHA 4 Vzor spravy o postupe prac
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APPENDIX 5 Art. 13 GDPR PRILOHA 5 Clinok 13 GDPR
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APPENDIX 6 Monitoring Manual PRILOHA 6 Priru¢ka monitorovania
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