AMENDMENT 2 TO
STATEMENT OF AGREEMENT

This Amendment 2 to Statement of
Agreement (“Amendment 2”) is made as of
the date of last signature, is effective as of the
date of Contract Register Publication, by and
between:

F. Hoffmann-La Roche Ltd

located at Grenzacherstrasse 124, 4070
Basel, Switzerland

VAT No: CHE-116.267.986

(“Sponsor”)

and

PPD Investigator Services LLC

with its registered address at 929 North Front
St, Wilmington, NC 28401, USA
represented by: Xxx

(“PPD”), acting on its behalf and as an
independent contractor on behalf of Sponsor

and

Vseobecna fakultni nemocnice v Praze
located at U Nemocnice 499/2, 128 08
Prague 1, Czech Republic

ID: 00064165

VAT: CZ 00064165

Represented by: xxx

(“Institution”)

and

XXX (“Investigator”)

shall be an amendment 2 to that certain
Institution Agreement between Sponsor,
PPD, Institution and Investigator dated 31%
March 2022 and amendment 1 dated 22"
December (“Agreement”) for the Clinical
trial GN43271 entitled “xxx” (“Protocol”).

DODATEK C.2
KE SMLOUVE

Tento Dodatek ¢. 2 ke Smlouvée (déle
jen ,Dodatek ¢. 2¢) se uzavird k datu
posledniho  podpisu  témito  stranami,
s uc¢innosti ke dni uvetejnéni v registru smluv
mezi témito Stranami:

F. Hoffmann-La Roche Ltd

se sidlem Grenzacherstrasse 124, 4070 Basilej,
Svycarsko

DIC: CHE-116.267.986

(dale jen ,,Zadavatel”)

a

PPD Investigator Services LLC

se sidlem 929 North Front St, Wilmington, NC
28401, USA

zastoupena: Xxx

(dale jen ,,PPD”), jednajici vlastnim jménem a
jako nezavisly dodavatel jménem Zadavatele

a

Vseobecna fakultni nemocnice v Praze

se sidlem U Nemocnice 499/2, 128 08 Praha 2,
Ceska republika

IC: 00064165

DIC: CZ 00064165

zastoupena XXX

(dale jen ,,Zdravotnické zatizeni”)

a

xxx (déle jen ,,Zkousejici”)

predstavuje dodatek ¢.2 ke konkrétni smlouvé
se Zdravotnickym zatizenim mezi
Zadavatelem, PPD, Zdravotnickym zafizenim
a ZkouSejicim ze dne 31. bfezna 2022 a
k dodatku ¢.1 ze dne 22.prosince 2022 (déale
jen ,.Smlouva“) pro Klinické hodnoceni
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Sponsor, PPD, Institution and Investigator

hereinafter individually referred to as
“Party” and collectively as “Parties”.
WITNESSETH
WHEREAS, Sponsor, PPD,

Institution and Investigator have entered into
the Agreement pursuant to which Institution
and Investigator provide certain clinical trial
services to Sponsor and PPD; and

WHEREAS, the parties desire to
amend the terms of the Agreement as set forth
herein.

NOW, THEREFORE, for the
valuable consideration contained herein, and
intending to be legally bound, the parties
agree as follows:

1. Due to the change of the Exhibit A
“Payment and Payment Schedule” of
the Agreement, Exhibit A shall be
deleted and replaced in its entirety with
the attached Exhibit A below.

2. The parties have expressly agreed that
the Protocol version 3 dated 15%
December 2022 requiring the changes
to the Exhibit A of the Agreement has
been approved by the ethics committee
(EC) and and State Institut of Drug
Control (SUKL). Modifications set
forth in Exhibit A of this Amendment 2
will be applied on the date of 11th April
2023 (i.e. day of sending the letter with
approval information to the Institution)

3. Upon execution, this Amendment 2
shall be made a part of the Agreement

GN43271
»Protokol®).

nazvané ,XxXxx“ (dale jen

Zadavatel, PPD, Zdravotnické zafizeni a
ZkouSejici jsou jednotlivé oznaCovani jako
»smluvni strana“ a spole¢né jako ,,smluvni
strany*.

STVRZUJI

JE DANO ZE, Zadavatel, PPD,
Zdravotnické zafizeni a ZkouSejici uzavieli
Smlouvu, podle které Zdravotnické zatfizeni a
Zkousejici poskytuji Zadavateli a PPD ur¢ité
sluzby Kklinického hodnoceni; a

JE DANO, ZE smluvni strany si pieji
upravit podminky této Smlouvy, jak je
uvedeno déle.

NYNI TEDY, za ptiméfené protiplnéni
zde uvedené a s umyslem byt pravné vazany,
se smluvni strany dohodly nasledovné:

1. Vzhledem ke zméné Ptilohy A ,,Platba
a rozpis plateb* Smlouvy, bude Pfiloha
A odstranéna a zcela nahrazena novou
Ptilohou A pfiloZenou niZe.

2. Smluvni strany se vyslovné

dohodly, ze protokol verze 3 ze dne

15. prosince 2022 vyzadujici

zmény Ptilohy A Smlouvy byl

schvélen etickou komisi (EK) a

Statnim Gstavem pro kontrolu 1éc¢iv.

(SUKL). Upravy uvedené v P¥iloze

A tohoto Dodatku ¢.2 budou a¢inné

ode dne 11. dubna 2023 (tj. den

odeslani dopisu s informaci o

schvaleni do  Zdravotnickéeho
zatizeni)

3. Po uzavieni bude tento Dodatek ¢. 2

predstavovat souc¢ast Smlouvy a bude do ni
zaclenén odkazem.
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and shall be incorporated by reference
therein.

All other terms and conditions of the
Agreement shall remain in full force
and effect. In the event of any conflict
between the terms of the Agreement
and this Amendment 2, the terms of this
Amendment 2 shall govern and control.

. All capitalized terms used, but not
otherwise defined herein, shall have the
meanings ascribed to them in the
Agreement.

4. Vsechny ostatni smluvni podminky

Smlouvy zustavaji v plné platnosti a

ucinnosti. V pfipad¢ rozporu mezi
podminkami ~ Smlouvy a  timto
Dodatkem ¢. 2 budou rozhodujici a

ur¢ujici podminky tohoto Dodatku ¢. 2.

Vsechny pojmy psané velkymi pismeny
pouzité, ale nedefinované vtomto
dokumentu, maji stejny vyznam, ktery
jim byl ptifazen ve Smlouve.

The rest of page left intentionally blank/ Zbytek strdnky ponechan zamérné prazdny
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IN WITNESS WHEREOF, the undersigned | NA DUKAZ CEHOZ nize podepsané strany
have executed this Amendment 2. | uzaviely tento Dodatek ¢. 2. Dodatek 2 je
Amendment 2 is effective as of the date of | uc¢inny datem uveiejnéni v Rejstiiku smluv.

Contract Register Publication.

Sponsor / Zadavatel

PPD Investigator Services LLC on behalf of / Jménem spole¢nosti F. Hoffmann-La
Roche Ltd

By/Podepsal
Name/Jméno
Title/Funkce

Date /Datum

PPD
PPD Investigator Services LLC

Signature / Podpis:
Name / Jméno
Title / Funkce:
Date / Datum:

Institution/ Zdravotnické zarizeni

By/Podepsal: _
Name/Jméno: Xxx
Title/Funkce: XxX

Date/Datum:

Investigator / ZkousSejici

Signature / Podpis:
Name / Jméno : XXX.
Title / Funkce:
Date / Datum:
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PRILOHA A EXHIBIT A

Platba a rozpis plateb Payment and Payment Schedule

Predpokladana celkova vyse odmény za provedeni sluzeb za maximalni pocet pacientt,
ktefi absolvuji vSechny navstévy dle protokolu ¢ini 212.209,- K¢/ The expected total
amount of remuneration for the performance of services for the maximum number of
patients who complete all visits according to the protocol is CZK 212,209.00

XXX
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