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PRVNi DODATEK KE SMLOUVE O KLINICKEM FIRST AMENDMENT TO THE CLINICAL STUDY
HODNOCENI AGREEMENT

Prvni dodatek (,Dodatek”) ke Smlouvé o klinickém
hodnoceni uzaviené s ucinnosti od 1. prosince 2023

(,Smlouva’), mezi Fakultni Thomayerovou
nemocnici, se sidlem Videriska 800, 140 59 Praha 4 -
Kré, Ceska republika, 1C: 000 64 190, DIC:

CZ00064190, statni pfispévkova organizace zfizena
Ministerstvem zdravotnictvi CR, UpIné znéni zfizovaci
listiny ¢j. MZDR 17268-1V/2012, zapsana
v obchodnim rejstfiku u Méstského soudu v Praze,
oddil Pr, vl. 1043, zastoupena I
I (Zdravotnické zafizeni”) a

AbbVie, s. r. 0., Metronom Business Center,
Bucharova 2817/13, Stodtlky, 158 00 Praha 5, Ceska
republika, IC: 24148725, DIC: CZ24148725,
zastoupena I

I (AbbVie”) na poskytovani sluzeb
uvedenych v Protokolu & M22-061 s nazvem

.Randomizovand, dvojité zaslepena, aktivné
kontrolovana studie s paralelnimi skupinami a
otevienym  bezpecnostnim  rozsifenim  pro
hodnoceni tolerance, bezpeénosti a ucinnosti
atogepantu oproti topiramatu u pacienti
vyZadujicich preventivni Iécbu migrény (TEMPLE)"“.

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
zruuji v celém svém rozsahu a nahrazuji se
pfilozenymi Pfilohou A.

Pojmy, jeZ zde nejsou definovany jinak, maji stejny
vyznam, ktery je jim pfipisovan ve Smlouvé. Kromé
podminek, které se vyslovné zménily timto
Dodatkem, zustavaji vSechny ostatni podminky
této Smlouvy v plné platnosti a ucinnosti b&hem
trvani této Smlouvy.

V pfipadé rozporu mezi ¢eskou a anglickou verzi
tohoto Dodatku ma pfednost a je rozhodujici verze
Ceska.

Nedilnou soucasti tohoto Dodatku je pfiloha:
PFiloha A (Study Budget / rozpocCet studie)

First Amendment (the “Amendment”) to that certain
Clinical Study Agreement effective 1. December 2023
(“Agreement”), between Fakultni Thomayerova
nemocnice, located at seat Viderniska 800, postcode
140 59, Praha 4 - Kr¢, Czech Republic, ID: 000 64 190,
VAT ID: CZ00064190, state allowance organization
established by the Ministry of Health of the Czech
Republic, full text of foundation deed No. MZDR17268-
IV/2012, registered in Companies Registry by
Municipal Court in Prague, Section PR, inlet 1043,
represented by I
I (‘Institution”) and AbbVie, s. r. 0., Metronom
Business Center, Bucharova 2817/13, Stodulky, 158 00
Praha 5, Czech Republic, ID: 24148725, VAT ID:
Cz24148725, represented by I

I (‘AbbVie”) for services
relating to Protocol No. M22-061 entitled “A

Randomized, Double-blind, Parallel-group, Active
Controlled Trial with Open-label Safety Extension
to Evaluate the Tolerability, Safety, and Efficacy of
Atogepant versus Topiramate in Subjects
Requiring Preventive Treatment of Migraine
(TEMPLE)”

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.

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.

In the event of discrepancy between Czech and
English language versions of this Amendment,
Czech version shall prevail.

Integral part of this Amendment represent following
Attachment:
Attachment A (Study Budget / rozpocet studie)

CONFIDENTIAL
Legal Template: Czech Republic-Amendment to the Clinical Study Agreement-24May2011
Document Name: 00241881.1_FINAL WORD_AMD no. 1 to CSA_Thomayerova nemocnice_ |l M22-061_CZ_24Jul24

Version: 7/25/2024 9:40 AM, 3910, 0
Page 1 of 9

2024-06-12T06:38:06



Fakultni Thomayerova nemocnice Fakultni Thomayerova nemocnice

I L
M22-061 M22-061

00241881.1

NA DUKAZ CEHOZ kazda smluvni strana | IN WITNESS WHEREOF, each of the parties has
prostfednictvim svych Ffadné zmocnénych zastupcu | 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.0. Fakultni Thomayerova nemocnice

By/Podepsal:
Name/Jmeno: I
Title/Funkce: I

By/Podepsal:
Name/Jméno: I

Title/Funkce: I
|

Date/Datum:

Date/Datum:

| have read this Agreement and acknowledge the
obligations in the Agreement.

Tuto Smlouvu jsem si pfeCetla a uznavam zavazky
Z ni plynouci.

By/Podepsal:

Name/Jméno: I

Title/Funkce: Principal Investigator/Hlavni
zkousejici

Date/Datum:
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