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AMENDMENT # 1 TO THE CLINICAL TRIAL AGREEMENT
PROTOCOL # 64407564MMY3009

DODATEK 1 KE SMLOUVE O KLINICKEM HODNOCENI
PROTOKOL # 64407564MMY3009

This Amendment #1 (“Amendment”) to the Clinical Trial
Agreement (“Agreement”) shall enter into effect on and
effective as of the date of publication into the Register of
Contracts in the Czech Republic

Between

Tento dodatek Cislo 1 (dodatek) ke smlouvé o klinickém
hodnoceni (,,smlouva“) je Gicinny k datu uverejnéni
v Registru smluv Ceské republiky

Uzavieny mezi

Janssen - Cilag International N.V.,

with registered offices at: Turnhoutseweg 30, 2340 Beerse,
Belgium

Registration No.: BE0O461607459

Represented by the Power of Attorney by the company
Janssen-Cilag s.r.o.

with registered offices at Walterovo namésti 329/1, 158 00
Praha 5 — Jinonice, Czech Republic

ID No.: 27146928

Tax ID: CZ27146928

Registered in the Commercial Register at the Municipal
Court in Prague, section C, enclosure 99837

Bank details: Citibank Europe plc, Organizational Unit
Account number: 2043060205/2600

Databox: 8jvdhia

(“Janssen ”)

Janssen - Cilag International N.V.,

se sidlem na adrese: Turnhoutseweg 30, 2340 Beerse,
Belgie

Registracni ¢.: BE0O461607459

zastoupenou na zakladé plné moci spolecnosti
Janssen-Cilag s.r.o.

se sidlem na adrese Walterovo namésti 329/1, 158 00
Praha 5 — Jinonice, Ceska republika

IC: 27146928

DIC: CZ27146928

zapsanou Vv obchodnim rejstfiku vedeném Méstskym
soudem v Praze, oddil C, vlozka 99837

Bankovni spojeni: Citibank Europe plc, organizacni slozka
Cislo Gi¢tu: 2043060205/2600

Datova schranka:8jvdhia

(,,spolecnost Janssen“)

and

a

Fakultni nemocnice Ostrava

with registered offices at: 17. listopadu 1790/5, 708 52
Ostrava-Poruba, Czech Republic

Deed of Foundation Ministry of Health from 25 November
1990 No OP-054-25.11.90

In matters of this contract is entitled to act and sign
Associate professor MUDr. Ing. Jakub Cvek, Ph.D., MBA,
deputy director for science, research and teaching

ID No: 00843989

Tax ID: 00843989

Account Name: Fakultni nemocnice Ostrava

Account number: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761

Name of the Bank: Ceskd narodni banka

Address of the Bank: Na Prikopé 28, 115 03 Praha 1

Fakultni nemocnice Ostrava

se sidlem na adrese: 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Ceska republika

Zfizovaci listina MZ CR ze dne 25. listopadu 1990 &.j. OP-
054-25.11.90

ve vécech této smlouvy je opravnén jednat a podepisovat:
doc. MUDr. Ing. Jakub Cvek, Ph.D., MBA naméstek feditele
pro védu, vyzkum a vyuku

IC: 00843989

DIC: 00843989

Nazev uctu: Fakultni nemocnice Ostrava

Cislo G&tu: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761

Nazev banky: Ceskd narodni banka

Adresa banky: Na Prikopé 28, 115 03 Praha 1
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SWIFT: CNBACZPP
Variable symbol: 649071547
(“Institution”)

SWIFT: CNBACZPP
Variabilni symbol: 649071547
(,,poskytovatel” nebo ,Zdravotnické zafizeni)

and

a

prof. MUDr. Roman Hajek, CSc.

Place of business on Hemato-oncology Clinic of Faculty
Hospital, 17. listopadu 1790/5, 708 52 Ostrava-Poruba,
Czech Republic

(“Principal Investigator”)

prof. MUDr. Roman Hajek, CSc.

s pracovistétm na klinice hematoonkologie Fakultni
nemocnice Ostrava, 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Ceska republika

(,,hlavni zkousejici“)

(Janssen, Institution and Investigator collectively as the
"Parties", individually a "Party")

(spolecnost Janssen, poskytovatel a hlavni zkousejici, dale
souhrnné jako ,,smluvni strany”, jednotlivé jako ,,smluvni
strana“)

Clinical Trial

"A Phase 3 Randomized Study Comparing Talquetamab in
Combination with Pomalidomide (Tal-P), Talquetamab in
Combination with Teclistamab (Tal-Tec), and Investigator’s
Choice of Either Elotuzumab, Pomalidomide, and
Dexamethasone (EPd) or Pomalidomide, Bortezomib, and
Dexamethasone (PVd) in Participants with Relapsed or
Refractory Myeloma who Have Received 1 to 4 Prior Lines of
Therapy Including an Anti-CD38 Antibody and
Lenalidomide”

(“Clinical Trial”)

Klinické hodnoceni

»Randomizované klinické hodnoceni faze 3 porovnavajici
talquetamab v kombinaci s pomalidomidem (Tal-P),
talquetamab v kombinaci s teklistamabem (Tal-Tec) a dle
uvazeni zkousejiciho Iékare bud elotuzumab, pomalidomid
a dexametazon (EPd), nebo pomalidomid, bortezomib a
dexametazon (PVd) pfi lécbé ucastnikl hodnoceni s
relabovanym nebo refrakternim myelomem, ktefi jiz maji
za sebou 1 az 4 predchozi linie lécby, vcetné lécby
protilatkami anti-CD38 a lenalidomidem*“

(,,klinické hodnoceni“)

Regulatory Sponsor : Janssen - Cilag
International  N.V., with registered offices at:

Zadavatel : Janssen — Cilag International N.V.,
se sidlem na adrese: Turnhoutseweg 30, 2340 Beerse,

(“Protocol”)

Turnhoutseweg 30, 2340 Beerse, Belgium Belgie

Study Product : JNJ-64407564 (talqguetamab) and | Hodnoceny ptipravek : JNJ-64407564
JNJ-64007957 (teclistamab) (talquetamab) a JNJ-64007957 (teclistamab)
(“Study Product”) (,,hodnoceny pripravek”)

Protocol : 64407564MMY3009 Protokol : 64407564MMY3009

(,,protokol”)

EU Trial number : 2022-502446-27

Cislo hodnoceni EU : 2022-502446-27

Site of the Clinical Trial :

Hemato-oncology Clinic FNO a LF OU, 17. listopadu 1790/5,
708 52 Ostrava-Poruba, Czech Republic

(“Study Site”)

Pracovisté klinického hodnoceni:

Klinika hematoonkologie FNO a LF OU, 17. listopadu
1790/5, 708 52 Ostrava-Poruba, Ceskd republika
(,,pracovisté provadéjici hodnoceni“)
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Whereas, the Janssen, Institution and Principal Investigator
have executed the Agreement on 12 March 2024 effective
as of the date of publication into the Register of Contracts in
the Czech Republic 15 March 2024 (“Effective Date”);

Vzhledem k tomu, Ze zadavatel, poskytovatel a hlavni
zkousejici uzavreli dne 12. bifezna 2024 smlouvu UGc¢innou
dnem jejiho uvefejnéniv registru smluv Ceské republiky 15.
bfezna 2024 (datum ucinnosti);

Whereas, the parties have further expressed their desire to
amend certain terms of the Agreement, as hereinafter set
forth;

Vzhledem k tomu, Ze smluvni strany vyjadfily své prani
zménit nékterd ustanoveni smlouvy, jak je uvedeno nize;

Now therefore, in consideration of the mutual covenants set
forth herein, the parties hereto agree as follows:

Proto se smluvni strany, s ohledem na vysSe uvedené as
ohledem na vzijemné dohody a pfisliby uvedené v této
smlouvé, dohodly nasledovné:

1. Definitions

For the purpose of this Amendment all capitalized terms
used herein shall have the same meaning as set forth in the
Agreement, except as expressly stated otherwise herein.

1. Ustanoveni:

Pro ucely tohoto dodatku budou vsechny definované
vyrazy pouzité v tomto dodatku mit stejny vyznam, jaky je
stanoven ve smlouvé, pokud neni vyslovné uvedeno jinak.

1.1 The Parties agree that the Protocol, including any
subsequent Protocol amendments, is binding on the Parties
and constitutes an integral part of this Agreement. The
Parties have agreed the Protocol shall be available with the
Principal Investigator.

1.1
pfipadnych naslednych zmén protokolu je pro smluvni

Smluvni strany souhlasi s tim, Ze protokol véetné

strany zdvazny a predstavuje nedilnou soucast tohoto
dodatku. Smluvni strany se dohodly na tom, Ze protokol
bude k dispozici u hlavniho zkousejiciho.

2. Change of the Annex B — Budget & Payment Schedule

The parties agree that Section Annex B - Budget & Payment
Schedule shall be replaced by the new wording which is
annex of this Amendment. Annex B - Budget & Payment
Schedule is updated due to protocol Amendment 1 dated 14
July 2023 and protocol amendment 2 dated 21 March 2024.

2. Zména Prilohy B
harmonogram plateb

smlouvy - Rozpocet a

Smluvni strany se dohodly na novém znéni prilohy B —
Rozpocet a rozpis plateb, které je pfilohou tohoto Dodatku
a zcela nahrazuje dosavadni znéni. Znéni pfilohy B —
Rozpodet a rozpis plateb se méni z dlvodu dodatku
protokolu ¢. 1 ze dne 14. cCervence 2023 a dodatku
protokolu €. 2 ze dne 21. bfezna 2024.

This Amendment is effective as of the date of publication in
the Register of Contracts of the Czech Republic pursuant to

Tento Dodatek je ucinny k datu uvefejnéniv Registru smluv
Ceské republiky dle zakona ¢. 340/2015 Sb., o registru
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Act No. 340/2015 Coll., on the Register of Contracts and
publication of the Amendment shall be performed by
Institution. However, the parties have expressly agreed
that they will follow this Amendment from the last date of
Protocol Amendment nr. 2 approvals by SUKL and ethics
committees - i.e. 30 July 2024.

smluv a uverejnéni dodatku provede poskytovatel. AvSak
strany se vyslovné dohodly, Ze se budou timto dodatkem
fidit od posledniho data schvaleni Dodatku Protokolu ¢. 2
ze strany SUKLu a etickych komisi — t.j. 30. 7. 2024.

This Amendment may be executed (i) either in paper form,
in as many original copies as there are parties to the
Amendment, each copy to be signed in full by each party on
the same document, or (ii) in electronic form through a
validated electronic signing software, where the electronic
version is signed in full by each party on the same electronic
instrument. Electronic signatures executed in accordance
with the relevant legislation shall have the full force and
effect of original signatures.

Tento dodatek mulzZe byt vyhotovena (i) bud v listinné
podobé v tolika origindlnich vyhotovenich, kolik je
smluvnich stran dodatku smlouvy, kazdé vyhotoveni v
plném znéni podepiSe kazda smluvni strana na stejné
listiné, nebo (ii) v elektronické podobé prostifednictvim
softwaru ovéfujiciho elektronické podpisy, pricemz
elektronickou verzi podepiSe v plném znéni kazdad smluvni
strana prostrednictvim téhoZ elektronického nastroje.
Podpisy provedené elektronicky v souladu s pfislusSnymi
pravnimi predpisy budou mit stejnou platnost a uc¢innost
jako originalni podpisy.

This Amendment becomes valid as of the last signature
thereto and effective as of the date of publication in
Agreement Registry in accordance to the Act No. 340/2015
Coll., as amended.

Dodatek nabyva platnosti dnem podpisu posledni smluvni
stranou a ucinnosti dnem uverfejnéni v Registru smluv v
souladu s pfislusnymi ustanovenimi zékona ¢. 340/2015 Sb.
v platném znéni.

Annexes:

Prilohy:

Annex B — Budget & Payment Schedule

Pfiloha B — Rozpocet a rozpis plateb
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On behalf of/ Za spoleénost Janssen - Cilag International N. V.

Signature/ Podpis
Janssen-Cilag s.r.o.,
Represented by Vladimira Filipova, M.D., procurist, GCO Country Head/

zastoupena MUDr. Vladimirou Filipovou prokuristkou, GCO Country Head

On behalf of/ Za poskytovatele

Signature/ Podpis
doc. MUDr. Ing. Jakub Cvek, Ph.D., MBA, naméstek reditele pro védu, vyzkum a vyuku

On behalf of P1/ Za hlavniho zkousejiciho

Signature/ Podpis
prof. MUDr. Roman Hajek, CSc.
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Annex B Priloha B
Budget & Payment Schedule Rozpocet a rozpis plateb
XXX
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