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_DODATEK &, 1 ,
KE SMLOUVE O KLINICKEM HODNOCEN

Dodatek €. 1 (dale jen ,Dodatek”) ke Smlouvé o
klinickém hodnoceni, uzaviené s uc€innosti od 4.
Cervna 2024 (dale jen ,Smlouva“), mezi Fakultni
nemocnici Hradec Kralové, Sokolska 581, 500 05
Hradec Kralové - Novy Hradec Kralové, Ceska
republika, IC: 00179906, DIC: CZ00179906,
zastoupenou MUDr. AleSem Hermanem, Ph.D,,

feditelem (dale jen ,Poskytovatel zdravotnich
sluzeb”) a , V.

Interni  hematologicka  klinika, = zaméstnancem
Poskytovatele zdravotnich sluzeb (dale jen ,Hlavni
zkousejici“) a AbbVie s.r.o., Metronom Business
Center, Bucharova 2817/13, Stodulky, 158 00 Praha 5,
Ceska republika, IC: 24148725, DIC: CZ24148725,
zastoupenou , Country Clinical
Operations Manager, na zakladé pIné moci (déle jen
~,AbbVie”) na poskytovani sluZzeb uvedenych
v Protokolu & M22-003 s nazvem ,Multicentrické,
randomizované, oteviené klinické hodnoceni faze
3 hodnotici bezpecnost a tuc¢innost epcoritamabu +
rituximabu a lenalidomidu (R2) ve srovnani s
chemoimunoterapii u drive neléceného
folikularniho lymfomu (EPCORE™FL-2)".

S ohledem na fadné plnéni tohoto Dodatku a v souladu
s podminkami Smlouvy, se smluvni strany dohodly
pozménit Smlouvu nasledovné:

1. Zddvodu zmény protokolu PV2BA1 a
PV3PV4BA2 se rozpocCet stanoveny v Pfiloze A
Smlouvy zruSuje vcelém svém rozsahu a
nahrazuje se novym znénim PFilohy A, ktera tvofi
pfilohu tohoto dodatku.

Pojmy, jez zde nejsou definovany jinak, maji
stejny vyznam, ktery je jim pfipisovan ve
Smlouvé. Kromé& podminek, které se vyslovné
zménily timto Dodatkem, zuUstavaji vSechny
ostatni podminky této Smlouvy v piné platnosti a
u€innosti b&hem trvani této Smlouvy. Pfiloha A
pfilozena k tomuto Dodatku nabyva u&innosti ode
dne, kdy jsou zaji§téna vSechna poZadovana
regulatorni a eticka schvaleni a zména protokolu
je u€inna u Poskytovatele zdravotnich sluzeb.

Poskytovatel zdravotnich sluzeb vyZzaduje zaslat
spoleCnosti AbbVie revidovanou a pisemné
odsouhlasenou finalni verzi dodatku ve strojové
Citelném formétu s podbarvenym (redigovanym)

AMENDMENT No. 1
TO THE CLINICAL STUDY AGREEMENT

Amendment No. 1 (the “Amendment”) to that certain
Clinical Study Agreement effective as of 04 June 2024
(the “Agreement’), between Fakultni nemocnice
Hradec Kralové, Sokolska 581, 500 05 Hradec
Kralové - Novy Hradec Kralové, Czech Republic,
Company ID: 00179906, Tax ID: CZ00179906,
represented by MUDr. Ale§ Herman, Ph.D.. Director

the “Provider of Medical Services”) and _
, IV. Hematology Clinic, employee

of Provider of Medical Services (the “Principal
Investigator”) and AbbVie s.r.o., Metronom Business
Center, Bucharova 2817/13, Stod(lky, 158 00 Praha 5,
Czech Republic, ID: 24148725, VAT ID: CZ24148725,
represented by — Country Clinical
Operations Manager, upon power of attorney
(“AbbVie”) for services relating to Protocol No. M22-
003 entitled “A Phase 3, Multicenter, Randomized,
Open-Label Trial to Evaluate the Safety and
Efficacy of Epcoritamab + Rituximab and
Lenalidomide (R2) compared to
Chemoimmunotherapy in Previously Untreated
Follicular Lymphoma (EPCORE™FL-2)”.

Subject to the full execution of this Amendment and in
accordance with the terms of the Agreement, the
parties hereby agree to amend the Agreement, as
follows:

1. Pursuant to Protocol amendments PV2BA1 and
PV3PV4BA2, the Budget set forth in Exhibit A of
the Agreement shall be deleted in its entirety and
replaced with the attached Exhibit A, as integral
part of this Amendment.

Terms not otherwise defined herein shall have the
meanings ascribed to such terms in the
Agreement. Except as specifically amended by
this Amendment, all other terms and conditions of
the Agreement shall continue in full force and effect
during the term of the Agreement. Exhibit A
attached hereto shall be effective from the date
that all required regulatory and ethics approvals
are secured and the Protocol amendment is
effective at the Provider of Medical Services.

The Provider of Medical Services requires AbbVie
to send AbbVie a revised and approved final
version of the Amendment in a machine-readable
format with colored (redacted) text that AbbVie
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textem, ktery spoleCnost AbbVie povazuje za
obchodni tajemstvi dle ust. § 504 zakona ¢.
89/2012 Sb., ob&anského zakoniku. Spolecnost
AbbVie povaZuje za sveé obchodni tajemstvi
nasledujici informace: pfehled plateb a planovany
pocet subjektll hodnoceni na daném pracovisti,
jména a funkce povéfenych osob k podpisu smluv
vyjma statutarnich zastupcu. Tyto informace jsou
b&Zné& nedostupné vefejné C¢&i v pfFislusnych
obchodnich kruzich a pro spoleénost AbbVie
konkurenéné vyznamné. Uvefejnéni takovych
osobnich udaji a obchodnich tajemstvi by tak
mohlo poSkodit zajmy spoleénosti AbbVie.
Poskytovatel zdravotnich sluzeb je povinen ziskat
souhlas spole¢nosti AbbVie pfed uvefejnénim
redigovaného dodatku nad ramec podbarveného
textu ze strany spole¢nosti AbbVie.

Pfedpokladana hodnota Smlouvy ve znéni tohoto
Dodatku predstavuje 26.077.644,25 K¢.

considers to be a trade secret in accordance with
Section 504 of Act No. 89/2012 Coll., Civil Code.
AbbVie considers the following information to be a
trade secret: a summary of payments and the
planned number of evaluators in a given
workplace, the names and functions of the persons
authorized to sign contracts, excluding statutory
representatives. This information is not normally
available publicly or in relevant business circles
and is competitively relevant to AbbVie. The
disclosure of such personal information and trade
secrets could harm AbbVie's interests. The
Provider of Medical Services is required to obtain
AbbVie's consent before AbbVie publishes a
redacted Amendment beyond the colorized text.

Anticipated value of the Agreement amended by the
Amendment is CZK 26,077,644.25.
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NA DUKAZ CEHOZ kazdd smluvni strana
prostfednictvim svych fadné zmocnénych zastupcu
uvedla tuto smlouvu v platnost svym podpisem.

IN WITNESS WHEREOF, each of the parties has
caused this Amendment to be executed by its
authorized representative in its name and on its behalf.

AbbVie s.r.o.

By/Podepsal:

Name/Jméno: _

Title/Funkce: Country Clinical Operations Manager
Upon the power of attorney / Na zakladé plné moci

18. 3. 2025

Date/Datum:

Fakultni nemocnice Hradec Kralové

By/Podepsal:

Name/Jméno: MUDr. Ales Herman, Ph.D.

Title/Funkce: Director / Reditel

Date/Datum: 21. 3. 2025

By/Podepsal:

Namemeno: I

Title/Funkce: Principal Investigator / Hlavni
zkousejici

Date/Datum: 24. 3. 2025
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Exhibit A
STUDY BUDGET
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Priloha A
STUDIJNI ROZPOCET
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