Addendum to the clinical trial Agreement:
ALL SCTped 2012 FORUM: Allogeneic Stem
Cell Transplantation in Children and
Adolescents with Acute Lymphoblastic
Leukaemia

Between

st.Arnnc

Iburirebr
Furachung

Dodatok ku zmluve o klinickom skuasani:
ALL SCTped 2012 FORUM: Allogénna
transplantacia kmenovych buniek u deti
a adolescentov s akutnou lymfoblastovou
leukémiou

medzi

|7St. Anna Kinderkrebsforschung GmbH
Company register number: 540726 k
Zimmermannplatz 10, A-1090 Wien
Represented by:

Univ.-Prof. Dr. Kaan Boztug, MD
Mag. Jorg Biirger, MBA

2]

Here after referred to as “Coordinating Sponsor”

st. Anna Kinderkrebsforschung GmbH
Registraéné &islo organizacie: 540726 k
Zimmermannplatz 10, A-1090 Wien

V zastlpeni:

Univ.-Prof. Dr. Kaan Boztug, MD

Mag. Jorg Burger, MBA

l’ll

dalej len ,Koordinujuci zadavate

and

a

The National Sponsor for Slovak Republic
National Institute of Children’s Diseases
(former University Children’s Hospital)
Limbovéa 1, 833 40 Bratislava, Slovakia
Represented by: MUDr. Peter Bartoni
hereafter referred to as

“National Sponsor/Participating Site”

Narodny zadavatel za Slovensku republiku
Narodny tstav detskych choréb
(predtym Detska fakultna nemochica)
Limbova 1, 833 40 Bratislava, Slovakia

V zastipeni: MUDr. Peter Barton
dalejlen

,,Narodny zadavatel/ZaGéastnené centrum” J

hereafter individually or collectively
referred to as “The Party” or “The Parties”

Responsible Contact Persons during the term
of this contract

dalej jednotlivo alebo spolone
,Zmluvna strana” alebo ,Zmluvné strany”

Zodpovedna kontaktna osoba pocas trvania
tejto zmluvy

Contact persons for the
Coordinating Sponsor:

Name - Meno:
Contact details:

Phone — Tel.:
Address - Adresa:
E-mail:

Name - Meno:
coordinating principal investigator
Contact details:
Phone- Tel:
Address -Adresa:
E-mail:

Univ.-Prof. Dr. Ruth Ladenstein, MBA

Univ.-Prof. Dr. Christina Peters,

—

Kontaktna osoba v mene
Koordinujtceho zadavatela:

Kontaktné udaje:
Fax: -

koordinujuci hlavny skusajuci
Kontaktné udaje:
Fax: -

I
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e

Contact person for the National
Sponsor Participating Site:
Name - Meno:

Contact details:

MUDr. Peter Svec, PhD

Kontaktna osoba v mene Zacastneného 1
centra / Narodného zadsvatela:

Kontaktné tdaje:

Phone - Tel: Fax:
Address- Adresa: Limbova 1, 833 40 Bratislava, Slovakia
E-mail:

Name - Meno: MUDr. Judita Puskacova, PhD

Contact details: Kontaktné ddaje:
Phone - Tel: Fax:
Address - Adresa: Limbovg 1, 833 40 Bratislava, Slovakia

| E-mail:
Recitals: Preambula;

Whereas the St. Anna Kinderkrebsforschung
and the National Sponsor entered into an
agreement regarding the delegation of sponsor
duties for the clinical trial “ALL SCTped 2012
FORUM: Allogeneic Stem Cell Transplantation
in Children and Adolescents with Acute
Lymphoblastic Leukaemia” EudraCT number
21012-003032-022 dated 30.04.2014 and
11.01.2017 (“ALL SCTped FORUM
Agreement”). The ALL SCTped FORUM
Agreement shall remain in effect.

Whereas the St. Anna Kinderkrebsforschung
(Verein) has established a subsidiary, the
Coordinating Sponsor and this subsidiary,
namely the Coordinating Sponsor who
assumed all rights and obligations in relation to
this Agreement.

Whereas the Parties entered into an
Addendum Nol to the ALL SCTped FORUM
Agreement for an add-on study named "A
Phase Il Study of Blincyto in Children with
CD19+ precursor B-lineage ALL and MRD-
Positivity before and/or following first
allogeneic HSCT in second remission (“Add on
Study”) dated 30.04.2021 (“Add  on
Agreement”).

Ina

Organizécia St. Anna Kinderkrebsforschung
anarodny  zadavatel  uzavreli zmluvu
o delegovani povinnosti zadavatela v suvislosti
s klinickym  skdganim »ALL  SCTped 2012
FORUM: , Alogénna transplantacia kmefiovych
buniek udeti aadolescentov s akdtnou
lymfoblastovou leukémiou” EudraCT Cislo
21012-003032-022 z0 dnia 30.04.2014 a
11.01.2017 (,Zmluva ALL SCTped FORUM”).
Zmluva ALL SCTped FORUM
v platnosti.

zostane

KedZe St. Anna Kinderkrebsforschung zalozila
dcérsku spolo¢nost, koordinujici sponzor a
tdto dcérska spolo¢nost, konkrétne
koordinujici sponzor, prevzal vietky prava a
povinnosti vo vztahu k tejto dohode.

KedZe zmluvné strany uzavreli Dodatok & 1 k
dohode ALL SCTped FORUM pre doplnkovu
Studiu s nazvom ,,Studia fazy Il o Blincyto u deti
s CD1S+ prekurzorovou B-liniovou ALL a
pozitivitou MRD pred a/alebo po prvej
alogénnej transplantacii krvotvornych buniek v
druhej remisii (,Doplnkova Studia“) zo dnia
30.04.2021 (,Dodatok k zmluve”).




Whereas AMGEN Limited decided not to
continue the Add-on Study. The Coordinating
Sponsor therefore terminated the Add on
Agreement insofar as it relates to the Add on
Study. The ALL SCTped FORUM study will
continue.

NOW, THEREFORE, to add the ALL SCTped
FORUM Agreement, the Parties agree as
follows:

Clause 1 (1) of Exhibit B to the Addendum No
1 shall be replaced as follows:

1. Introduction, scope, definitions

(1) Data Controller 1 and Data Controller 2
are in a contractual
agreement regulates the rights and obligations
of the Parties with regard to the joint
processing of personal data according to Art 26
GDPR in connection with the clinical trial “ALL
SCTped 2012 FORUM: Allogeneic Stem Cell
Transplantation in Children and Adolescents
with  Acute
(hereinafter

Agreement”).

relationship. This

Leukaemia”
the “Trial

Lymphoblastic
referred to as

The remaining provisions of the ALL SCTped
FORUM Agreement and the Add on Agreement
remain in force.
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Kedie sa spoloénost AMGEN Limited rozhodla
nepokracovat v Doplnkovej stadii. Koordinujuci
sponzor preto ukonéil Dodatok ku zmluve,
nakolko sa tyka Doplnkovej Stidie. Studia ALL
SCTped FORUM bude pokratovat.

PRETO, aby sa doplnila Dohoda k ALL SCTped
FORUM, sa dohodli
nasledovne:

zmluvné  strany

1. Odsek 1 (1) Prilohy B k Dodatku €. 1 sa
nahradza takto:

1. Uvod, rozsah, definicie

(1) Kontrolor Gdajov 1 a Kontrolér ddajov
2 st v zmiuvnom vztahu. Této dohoda upravuje
préva a povinnosti zmiuvnych stran v svislosti
so spoloénym spracovanim osobnych Udajov
podlfa ¢&. 26 GDPR v stvislosti s klinickym
skGganim ,ALL SCTped 2012 FORUM: Alogénna
transplantacia kmefiovych buniek u deti a
dospievajucich s akudtnou lymfoblastickou
leukémiou” ( dalej len ,Zmluva ku klinickému
skaaniu®).

Zostavajuce ustanovenia dohody ALL SCTped
FORUM a Dodatku k zmluve zostavaju v
platnosti.



T hningy

Signature - Podpis

For the Coordinating Sponsor - V mene Koordinujiceho zadavatela:
St. Annd Rinderkrebsforschiing Gmhu
AU A 118
Represented by - v zastupent: Date - Datum (dd-mm-yyyy)
Univ.-Prof. Dr. Kaan Boztug, MD
Managing Director - Wkonnv riaditel
- : - (ETNS
Represented by - v (z‘%stdpem’: Date - D&tum (dd-mm-yyyy)
\Mag. J&rg\Pijrger, MBA
l\\ll‘a,nagingﬁ'Director - Vykonny riaditel
o g A To 3

— -
Univ.-Prof. D/ Ruth Ladenstein, MBA Date - Datum (dd-mm-yyyy)
Responsible contact person - Zodpovedna kontaktna osoba

‘ - D)y e
| 30-40-202=

Univ.-Prof. Dr. Christinafeters Date - Ddtum (dd-mm-yyyy)
Coordinating principal investigator - Koordinujtca hlavna skusajlca

L

For the National Sponsor /Paticipating Site - V mene Ndérodného zadavatela / Zicastneného centra
Slovenska republika
National Institute of Children’s Diseases - Narodny tstav detskych choréb

19//2/2 52 3
Represented by - V zastGpeni: Date - Datum (dd-mm-yyyy)

MUDr. Peter Bartoni
Director - Riaditef~

(Y] 12 ) 023

Re%onsible contactl person - Zodpovedn kontaktné osoba:
MUDr. Peter Svec, PhD Date - Datum (dd-mm-yyyy)

(L]




