Docusign Envelope ID: 52CAB883-2DA4-4A04-84E1-D5A32FE2CCSF

Ev.¢. 017/0VZ/22/078-P

Dodatek &. 2 ke Smlouvé k observaéni studii

»EMN 36“

Addendum n. 2 to the Agreement for the
observational study “EMN 36"

European Myeloma Network B.V. (EMN B.V.) se
sidlem offices at Five 55 - 24th floor - unit 24.12,
Blaak 555, 3011 GB Rotterdam, The Netherlands,
DIC: NL866950461B01, zastoupena: Prof. Dr. Pieter
Sonneveld jako pfedseda spravni rady a Dr. Andrea

Novali (dale jako “Zadavatel”),

Fakultni nemocnice Ostrava, 17. listopadu 1790/5,
708 52 Ostrava — Poruba, zastoupend doc. MUDr.
Ing. Jakubem Cvekem, Ph.D., MBA, ndméstkem pro
védu, vyzkum a wvyuku, IC.: 00843989, DIC:
CZ00843989, ¢islo uctu: 66332761/0710, variabilni
symbol: 649071464, (dile jako ,Zdravotnické

2afizeni)

Prof. MUDr. Roman Hajek, CSc., Klinika
hematoonkologie, Fakultni nemocnice Ostrava,

it

déle jen ,Hlavni zkousejici

Ceska myelomovs skupina, z.s. se sidlem: FN Brno,
Jihlavska 340/20, 625 00 Brno - Bohunice, Ceskd
republika, zastoupena: prof. MUDr. Romanem
Hajkem, CSC., IC: 26593491 DIC: 226593491, dale

jen ,Spolupracujici skupina”

European Myeloma Network B.V. (EMN B.V.)
headquartered in The Netherlands offices at Five
55 - 24th floor - unit 24.12, Blaak 555, 3011 GB
Rotterdam, tax code and VAT no.
NL866950461B01, as Prof. Dr. Pieter Sonneveld as
Chair of the Board and Andrea Novali (hereinafter
the “Sponsor”),

AND

Fakultni nemocnice Ostrava, 17. listopadu
1790/5, 708 52 Ostrava - Poruba through its Legal
Representative, Assoc.prof, MSc. Jakub Cvek, MD,
Ph.D., MBA, Deputy Director for Science, Research
and Education, Reg. No.: 00843989, VAT ID:
CZ00843989, account number: 66332761/0710,
variable symbol: 649071464, (hereinafter the
“Institution”)

AND

prof. MUDr. Roman Hajek, CSc., Department of
Haematology-oncology,  University  Hospital

Ostrava, hereinafter the “Principal Investigator”

AND

Czech Myeloma Group, z.s. with registered office
at: FN Brno, lJihlavska 340/20, 625 00 Brno -
Bohunice, Czech Republic, represented by: prof.
MUDr. Roman Hajek, CSc., Reg. No.: 26593491,
VAT ID:  (CZ26593491, hereinafter the

“Collaborative Group”
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VZHLEDEM K TOMU, ZE

1. VySe uvedené Smluvni strany uzaviely dne 8.
unora 2023 Smlouvu o provadéni observacni

studie s nazvem "EMN projekt biobankovnictvi"
(dale jako ,Smlouva"), protokol -

Zdravotnickém zafizeni pod vedenim prof.
MUDr. Romana Hajka, CSc., Hlavniho
zkousejiciho studie, ke které se vztahuje tento

dodatek (dale jen "Dodatek £.2")

2. Eticka komise Fakultni nemocnice Ostrava na
jednani dne 21.3.2024 na svém jedndni dne
21.3.2024 vydala souhlasné stanovisko k
podstatné zméné protokolu verze 2.0 ze dne 9.
11.2023, kterym se zménil nazev studie na
.|

I : kod studie se zménil na IR Tato

zména byla predmétem Dodatek €. 1.

3. Eticka komise Fakultni nemocnice Ostrava na
jednani dne 12.12.2024. vydala souhlasné
stanovisko k podstatné zméné Protokolu verze
3.0 ze dne 28.11.2024, ktera je podkladem pro

tento Dodatek ¢€.2

4. V zafi 2024 probéhla reorganizace spole¢nosti
Stichting European Myeloma Network (Nadace
Evropské myelomové sité nebo Nadace EMN).
Reorganizace byla provedena prostrednictvim
rozdéleni &innosti nadace EMN Foundation v

oblasti klinickych hodnoceni na European

WHEREAS

On 8 Feb 2023 The Parties have executed the
contract for the conduction of the
observational Study entitled “EMN Biobanking
project”, Protocol _
(hereinafter the “Agreement”), ongoing at the
Entity under the responsibility of the
investigator: prof. Roman Héjek, MD, Ph.D., as
the Scientific Director of the Study covered by
this addendum (hereinafter as the
“Addendum 2”)

That in the meeting on 21 March 2024 the EC
Fakultni nemocnice Ostrava expressed its
opinion in favor of substantial amendment to
protocol version 2.0 dated November 9, 2023.

This amendment included a change in the
study title to |GG
I 2 ¢ 2 change in the study

code to WM. This amendment served as
the basis for Addendum No. 1.

That in the meeting on 12 Dec 2024 the EC
Fakultni nemocnice Ostrava. expressed its
opinion in favor of the substantial amendment
2 to the Protocol version 3 dated 28
NOV.11.2024, which is the basis for this
Addendum 2.

In September 2024, the Stichting European
Myeloma Network (European Myeloma
Network Foundation or EMN Foundation) was
reorganised through the spin-off of EMN
Foundation's clinical trial activities to a

European Myeloma Network B.V. (EMN B.V.),
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Myeloma Network B.V. (EMN B.V.), kterd je
100% dcefinou spolecnosti nadace EMN
Foundation. Timto dodatkem Zadavatel
oznamuje Zdravotnickému zafizeni zménu
Zadavatele z Stichting European Myeloma
Network na European Myeloma Network B.V.
(EMN B.V.). Zdravotnické zafizeni timto bere na
védomi zménu Zadavatele a uznavé EMN B.V.
jako Zadavatele.

S vyjimkou vyse uvedenych zmén Dodatku ¢. 2
zlistdvaji ostatni ustanoveni Smlouvy v plné
ucinnosti v nezménéné formé.

Tento Dodatek ¢.2 nabyva platnost dnem jeho
podpisu opravnénymi zastupci viech smluvnich
stran. Tento Dodatek ¢ 2 nabyvad déinnosti
nejdiive dnem zvefejnéni dle zikona ¢é.
340/2015 Sb., o registru smluv.

Dodatek €. 2 se uzavirad v elektronické podobé..
V pfipadé rozporu obou jazykovych verzi je
rozhodujici Ceské znéni. Kaida ze smluvnich

stran obdrii jedno vyhotoveni.

that is a wholly owned subsidiary of EMN
Foundation. By this Amendment, the Sponsor
notifies the Institution of the change of
sponsor from Stichting European Myeloma
Network to European Myeloma Network B.V.
(EMN B.V.). The Institution hereby
acknowledges the change of sponsor and ,

recognises EMN B.V. as the sponsor.

Except as expressly modified by this
Addendum 2, all other clauses of the
Agreement remain fully in force.

This Addendum 2 shall come into force at the
earliest on the date of publication in
accordance with Act No. 340/2015 Coll.,

Register of Contracts.

This amendment is concluded in electronic
form. In the event of a conflict between the
two language versions, the Czech version

should prevail. Each Party will receive one

copy.
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Ondertekend door:
Rotterdam 2/12/2025 l i Sommaned,
V/In Dne/Date Podpis/Signature: f 5 A

ZADAVATEL/SPONSOR
Prof. Dr. Pieter Sonneveld

Firmato da:
ino - 2/11/2025 | Andrea Novali
V/In TG e Itﬂﬁe/Date Podpis/Signature:

ZADAVATEL/SPONSOR
Dr. Andrea Novali

MUDT. i podepsa
MUDy. Jakub Cvek

Jakub S eseine

Cvek 11:29:50 +01'00'

V/In Dne/Date Podpis/Signature:

ZDRAVOTNICKE ZARIZENI/INSTITUTION
doc. MUDr. Ing. Jakub Cvek, Ph.D., MBA

DocuSigned by:
ostrava 2/19/2025 . tapek
V/in Dne/Date Podpis/Signature: m

SPOLUPRACUJICi SKUPINA/COLLABORATIVE GROUP
Prof. MUDr. Roman Héjek, CSc.

DocuSigned by:

Ostrava 2/19/2025 Komain, H‘aj{,&
/In Dne/Date Podpis/Signature:

HLAVNI ZKOUSEJICi/PRINCIPAL INVESTIGATOR
Prof. MUDr. Roman Hajek, CSc.
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