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AMENDMENT #1 TO CLINICAL TRIAL
AGREEMENT

DODATEK C. 1KE SMLOUVE
O PROVEDENI KLINICKEHO
HODNOCENI

Protocol #RD.06.SPR.118163

Protokol ¢.RD.06.SPR.118163

This Amendment # 1 (“Amendment”), dated as
of date of last signature and effective on the date
of publication in the Register od Contracts
(“Effective Date”) between

Tento dodatek ¢.1 (,,Dodatek ¢. 1%) ze dne
pfipojeni posledniho podpisu je G€inny dnem
uvefejnéni v registru mluv podle zakona
340/2015 Sb., se uzavira mezi

Syneos Health UK Limited with principal
offices located in the United Kingdom at
Farnborough Business Park, 1 Pinehurst
Road, Farnborough, Hampshire, GU14 7BF,
United Kingdom, including its affiliates,

spolecnosti Syneos Health UK Limited se
sidlem ve Velké Britanii na adrese
Farnborough Business Park, 1 Pinehurst
Road, Farnborough, Hampshire, GU14 7BF,
Spojené kralovstvi, DIC GB806650142,

subsidiaries, and specifically its parent véetné jejich pobocek, deetinych spoleénosti
company Syneos Health, LLC (hereinafter a konkrétné jeji matefskou spoleénosti
“CRO”) Syneos Health, LLC (,,CRO%)

and and

Fakultni nemocnice v Motole, goverment Fakultni nemocnice v Motole, statni

organization, with a place of business at V
Uvalu 84, 150 06 Prague 5, Czech Republic,
reg. No.: 00064203, VAT: CZ 00064203,
represented by XXX based on a mandate
(“Institution”).

prispévkova organizace, se sidlem V Uvalu
84, 150 06 Praha 5, Ceska republika, ICO:
00064203, DIC: CZ 00064203, zastoupena
XXX, na zakladé¢ povéteni (,,Poskytovatel
zdravotnich sluzeb® nebo ,,Poskytovatel).

WHEREAS, the Parties desire to modify the
Clinical Trial Agreement dated 18 February
2021 with an effective date of 19 February 2021
(“Agreement”) for the clinical trial with Sponsor
Drug Nemolizumab (CD14152), encoded
RD.06.SPR.118163 entitled “ A Prospective,
Multicenter, Long-Term Study to Assess the
Safety and Efficacy of Nemolizumab
(CD14152) in Subjects with Moderate-to-Severe
Atopic Dermatitis” (“Protocol”) to be conducted
at Institution (“Trial”) to involve patients
participating in the Trial (“Trial Subjects”).

VZHLEDEM K TOMU, ZE se smluvni strany
rozhodly zménit smlouvu o  klinickém
hodnoceni uzavienou dne 18. tnora 2021
s datem ucinnosti 19. unora 2021 (dale jen
»smlouva®) pro klinické hodnoceni 1é¢ivého
ptipravku Nemolizumab (CD14152) s kédovym
oznatenim  RD.06.SPR.118163  nazvanym
,Prospektivni multicentrickd dlouhodoba studie
s cilem stanovit bezpeCnost a ucinnost
nemolizumabu (CD14152) u subjekti se stfedné
tézkou az tézkou atopickou dermatitidou (dale
jen ,protokol“) a budou do né& zafazeny
subjekty klinického hodnoceni (dale jen
,,subjekty klinického hodnoceni‘).

WHEREAS, in accordance with Section 24
(Entire  Agreement) of the Agreement, the
Parties desire to modify the specific language
and hence agree to the following modifications
to the Agreement:

VZHLEDEM K TOMU, ZE v souladu s ¢l. 24
(Uplna smlouva) smlouvy se smluvni strany
rozhodly upravit konkrétni text, souhlasi
s nasledujicimi upravami smlouvy:

1. The Attachment B (Financial Arrangements
Worksheet) to the Agreement is deleted in its
entirety and replaced with Attachment B
(Financial ~ Arrangements  Worksheet) as
attached to this Amendment to reflect change of
patient travel reimbursement.

1. Ptiloha B (Tabulka finan¢nich ujednanti)
smlouvy se v plném rozsahu rusi a nahrazuje se
ptilohou B (Tabulka finan¢nich ujednéni)
pfipojenou k tomuto dodatku, ve které¢ budou
upraveny cestovni nahrady subjektim
hodnoceni .

2. This Amendment is effective on the date of
publication in the Register od Contract

2. Utinnosti nabyva tento dodatek dnem
uveiejnéni v registru smluv.
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3. Defined terms used in this Amendment 1 and
not defined herein will have the same meanings
assigned such terms in the Agreement.

3. Pojmy pouzivané v tomto dodatku €. 1, které
zde nejsou uvedeny, si ponechaji stejny vyznam,
jaky jim byl ve Smlouvé ptidélen.

4. All other provisions of the Agreement shall
remain unaltered and given full force and effect.

4. S vyjimkou rozsahu tprav dle tohoto Dodatku
zustavaji vSechna dal$i ustanoveni Smlouvy v
ucinnosti.

[SIGNATURE PAGE FOLLOWS]

[NASLEDUJE PODPISOVY LIST]
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In the event that the parties execute this
Amendment by exchange of electronically
signed copies or facsimile signed copies, the
parties agree that, upon being signed by all
parties, this Amendment will become effective
and binding and that facsimile copies and/or
electronic signatures will constitute evidence of
a binding agreement with the expectation that
original documents may later be exchanged in
good faith.

V pfipadé, Ze strany podepisi tuto smlouvu
formou vymény elektronicky podepsanych kopii
nebo faxové vymény podepsanych kopii, strany
se zavazuji, ze po podpisu vSemi stranami bude
smlouva ucinnd a zavazna, a ze faxové kopie
a/nebo elektronické podpisy predstavuji dikaz
zavazného ujednani s ocekavanim, ze originaly
dokumentti budou vdobré vife vymeénény
pozdéji.

Agreed to and accepted:

CRO

Signature

Printed Name

INSTITUTION / ZDRAVOTNICKE

ZARIZENI

Signature

Printed Name

Title Title

Date Date

By signing below, XXX, as Principal Investigator confirms that she
is duly familiarized with the Amendment and related
documentation for the Trial and agrees to secure compliance with
the obligations arising therefrom. Further, he/she warrants to not
disclose any information relating to the Trial without prior written
approval from Sponsor, adhering to confidentiality requirements
regarding all provided information, consider these confidential and
keep from using such information and results other than for the
purpose of the Trial. As a Principal Investigator, | agree that
Sponsor (or potentially CRO) will keep, use and otherwise handle
and disclose my personal information, including names,
qualification, experience in conducting clinical studies, my
financial information relating to, among others, remuneration and
reimbursements received and other personal information for
administrative purposes connected to the Trial and | agree to
arrange for the same approval from any sub-investigators and other
members of the Trial Team.

Signature/ Podpis:

Name/ Jméno: XXX

Date/ Datum:

Nize podepsana XXXX, jako hlavni zkousejici potvrzuje,
7e se fadné seznamila s dodatkem a pfislusnou
dokumentaci ke klinickému hodnoceni a zavazuje se
zajistit dodrzovani povinnosti z nich vyplyvajicich. Dale
se zavazuje nezvetejiiovat informace tykajici se
predmétného klinického hodnoceni bez predchoziho
pisemného souhlasu zadavatele, zachovavat ml¢enlivost o
vSech poskytnutych informacich, povazovat tyto za
daveérné a zdrzet se jakéhokoliv jiného uziti téchto
informaci a vysledki neZ pro ucely tohoto klinického
hodnoceni. Jako hlavni zkousejici souhlasim s tim, ze
zadavatel (a popt. i CRO) bude/budou shromazd’ovat,
pouzivat, zpracovavat a zvefejiiovat mé osobni tdaje,
vcetn¢ jména, kvalifikace a zkusSenosti v klinickém
hodnoceni, mé finan¢ni udaje vztahujici se mimo jiné

k obdrzené odméné a finanéni nahradé a dalsi osobni udaje
k administrativnim t¢elim v souvislosti s klinickym
hodnocenim a zavazuji se zajistit tento souhlas i od
spoluzkousejiciho/ch a ostatnich ¢lent studijniho tymu.
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ATTACHMENT B
FINANCIAL ARRANGEMENTS WORKSHEET
FINANCE SUMMARY BOX

Invoice Currency : CZK

Payment Base : Visit based

Effective Date: on the date of publication in the Register
od Contracts

CRO Contracting Entity : Syneos Health UK Limited
XXX

PRILOHA B
ZAZNAM FINANCNIHO UJEDNANI
SHRNUTI FINANCNICH ZAVAZKU

Meéna faktury : K¢

Zaklad platby: dle navstévy

Datum tcinnosti:Dnem zvefejnéni smlouvy v registru
smluv

Smluvni subjekt CRO:Syneos Health UK Limited

XXX
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