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DRUHY DODATEK KE SMLOL!VE O KLINICKEM SECOND AMENDMENT TO THE CLINICAL STUDY
HODNOCENI AGREEMENT

Druhy dodatek (,Dodatek”) ke Smlouvé o klinickém
hodnoceni, uzaviené s ucinnosti od 18. kvétna 2023,
pozménéné Dodatkem &. 1 ze dne 14. listopadu 2023
(dale hromadné ,Smlouva“) mezi Fakultni nemocnici
v Motole, V Uvalu 84, 150 06 Praha 5, Ceska
republika, 1C: 000 64 203, DIC: CZ00064203,
zastoupena , ha
zakladé povéreni (,Poskytovatel zdravotnich

sluzeb“ nebo jen .Poskytovatel) ve spolupraci s
(,Hlavni

zkousSejici”) a AbbVie, s. r. 0., Metronom Business
Center, Bucharova 2817/13, Stod(lky, 158 00 Praha 5,
Ceska republika, IC: 24148725, DIC: CZ24148725,
zastoupené Country Clinical
Operations Manager, na zakladé pIiné moci (,AbbVie”)
na poskytovani sluzeb uvedenych v Protokolu ¢. M20-
638 s nazvem ,Otevrena studie faze 3 hodnotici
bezpecénost a uc¢innost epcoritamabu v kombinaci
s rituximabem a lenalidomidem (R2) v porovnani s
R2 u pacienti s relabujicim nebo refrakternim
folikularnim lymfomem (EPCORETM FL-1)“.

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

1. Rozpocet stanoveny v Pfiloze A Smlouvy se
zruSuje v celém svém rozsahu a nahrazuje se
novym znénim P¥ilohy 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, zlstavaji vSechny ostatni podminky
této Smlouvy v pIné platnosti a uc¢innosti béhem
trvani této Smilouvy.

Uginnost tohoto dodatku nastava dnem uvefejnéni
v registru smluv a Smluvni strany souhlasi, Ze vyse
plateb za ¢&innosti uvedené v Pfiloze A budou
kalkulovany i pro probéhlé procedury ode dne

Second Amendment (the “Amendment”) to that certain
Clinical Study Agreement effective as of 18 May 2023
and amended by Amendment no. 1 as of 14 November
2023 (colectivelly the “Agreement”) between Fakultni
nemocnice v Motole, V Uvalu 84, 150 06 Praha 5,
Czech Republic, ID: 000 64 203, VAT ID: CZ00064203,
represented by ,
upon delegation of powers (“Health Care Provider” or

only “Provider”) and

i (the “Principal Investigator”) and AbbVie s.r.o.,
Metronom Business Center, Bucharova 2817/13,
Stodulky, 158 00 Praha 5, Czech Republic ID:
24148725, VAT ID: CZ24148725, represented by -
Country Clinical Operations Manager,
upon basis of power of attorney (“AbbVie”) for services
relating to Protocol No. M20-638 entitled “A Phase 3,
Multicenter, Randomized, Open-Label Trial of
Epcoritamab in Combination with Rituximab and
Lenalidomide (R2) compared to Rituximab and
Lenalidomide (R2) alone in Subjects with Relapsed
or Refractory Follicular Lymphoma(EPCORETM
FL-1).”

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. 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.

This Amendment shall become effective as of the
date of its publication in Contracts Registry and the
Parties agree that the amount of payments for the
procedures listed in the Exhibit A will also be
calculated for procedures performed from 22

CONFIDENTIAL
Legal Template: Czech Republic-Amendment to the Clinical Study Agreement-24May2011
Document Name: 00181000.2 M20-638 CZ Amend 2 to CSA Fakuitni nemocnice v Motole, ||| ]l 102012024 Final Clean

Version: 5/21/2024 12:17 PM, 5846, 0
Page 1 of 24

2023-08-15T11:35:58



Fakultni nemocnice v Motole Fakultni nemocnice v Motole

p M20-638
00181000.2
22.8.2023. Hodnota Smilouvy ve znéni Dodatku August 2023. Value of the Agreement amended by
¢ini 16,512,656.20,- K& the Amendment is CZK 16,512,656.20,-

NA DUKAZ CEHOZ kazda smluvni strana | IN WITNESS WHEREOF, each of the parties has
prostiednictvim svych fadné zmocnénych zastupcl | caused this Amendment to be executed by its
uvedla tuto smlouvu v platnost svym podpisem. authorized representative in its name and on its behalf.

AbbVie s.r.o. Fakultni nemocnici
By/Podepsal: By/Podepsal:
Name/Jméno: Name/méno: IR
Title/Funkce: Country Clinical Operations Manager Title/Funkce: under the power of attorney/ na zakladé
Upon the power of attorney / Na zakladé pIné moci povéfeni

15 -04- "
Date/Datum: b 2024 Date/Datum:

Ja, nize podepsan, || KGR - Havni zkousejici potvrzuji, Ze jsem se Fadné seznamila se
smlouvou a piislugnou dokumentaci ke klinickému hodnoceni léCiva a zavazuji se zajistit dodrZovani povinnosti z nich
vyplyvajicich. Déle se zavazuji nezvefejfiovat informace tykajici se pfedmétného klinického hodnoceni bez predchoziho
pisemného souhlasu zadavatele, zachovavat mi¢enlivost o v8ech poskytnutych informacich, povaZovat tyto za dvérne a zdrZet
se jakéhokoliv jiného uziti téchto informaci a vysledkd neZ pro Géely tohoto klinického hodnoceni. Jako Hlavni zkousejici
souhlasim s tim, Ze zadavatel (a popf. i CRO) bude/budou shromazdovat, pouZivat, zpracovavat a zvefejiiovat mé osobni Gdaje,
véetn@ jména, kvalifikace a zkuenosti v klinickém hodnoceni, mé finanéni Gdaje vztahujici se mimo jiné k obdrZzené odmeéne a
finanéni nahradé a dal3i osobni Udaje k administrativnim Géellm v souvislosti s klinickym hodnocenim, popf. k poskytnuti
etickym komisim a statnim UFadiim a zavazuji se zajistit tento souhlas i od spoluzkousejicich a ostatnich &lend studijniho tymu.

1, the undersigned | GGG :: (- Principal Investigator, hereby certify that | have been properly
informed about the Agreement and the relevant documentation for the clinical study and | undertake to ensure compliance with
the obligations arising therefrom. | further undertake not to disclose information relating to the clinical study in question without
the prior written consent of the Sponsor, to keep confidential all the information provided, to treat them as confidential and to
refrain from any other use of such information and results than for the purposes of this clinical study. As the Principal Investigator,
| agree that the Sponsor (and, if applicable, the CRO) will collect, use, process and disclose my Personal "Data, including the
name, qualifications and experience of the clinical trial, my financial data, and financial compensation and other Personal Data
for administrative purposes in association with the clinical trial, or to provide them to ethics committees and government offices,
and | undertake to ensure this approval also from the co-investigators and other members of the study team.

A,4. 2%

Dat
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