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AMENDMENT # 1 TO CLINICAL TRIAL
AGREEMENT

Protocol # 217013

This Amendment # 1 (“Amendment”) is effective as of
the date of publication of the Redacted Amendment into
the Contracts Registry (“Effective Date”) between

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,
subsidiaries, and specifically its parent company
Syneos Health, LLC (“CRO”)

and

Krajska zdravotni, a.s., with a place of business at
Socialni péce 3316/12A, Usti nad Labem, 401 13, Czech
republic, entered in the Commercial Register at the
Regional Court in Usti nad Labem, file number B 1550
(“Institution”)

and

xxx, employee of Krajska zdravotni, a.s., Socidlni péce
3316/12A, Usti nad Labem, 401 13, Czech republic
(“Principal Investigator™).

WHEREAS, the Parties desire to modify the Clinical
Trial Agreement with an effective date of 11 December
2023 (“Agreement”) for the clinical trial with Sponsor
Drug GSK3511294/ Depemokimab, encoded 217013
entitled “A Randomized, Double-blind, Placebo-
controlled Study to Investigate the Efficacy and Safety of
Depemokimab in Adults with Hypereosinophilic
Syndrome (HES)” (“Protocol”) to be conducted at
Institution (“Trial”) to involve patients participating in
the Trial (“Trial Subjects™).

WHEREAS, in accordance with Section 27 (Entire
Agreement) of the Agreement, the Parties desire to
modify the specific language and hence agree to the
following modifications to the Agreement:

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 the
additional costs due to Protocol version 2 dated 16
February 2024 (“Amended Protocol”), said costs will be

DODATEK C. 1
KE SMLOUVE O KLINICKEM HODNOCENI

Protokol ¢islo 217013

Tento dodatek ¢. 1 (,,dodatek) je Gcinnosti k datu
uvetejnéni upraveného dodatku v registru smluv (,,datum
ucinnosti®) se uzavira mezi

Syneos Health UK Limited, se sidlem ve Velké Britanii
na adrese Farnborough Business Park, 1 Pinehust Road,
Farnoborough, = Hampshire, =~ GU14 7BF,  Spojené
kralovstvi, véetné jejich pobocek, dcefinych spolecnosti
a konkrétné jeji matetské spolec¢nosti
Syneos Health, LLC (,,CRO*)

a

Krajska zdravotni, a.s. se sidlem Socidlni péce
3316/12A, Usti nad Labem, 401 13, Ceska republika,
zapsana v obchodnim rejstiiku u Krajského soudu v Usti
nad Labem, spisova znacka B 1550 (,,zdravotnické
zatizeni®)

a

xxx, zaméstnancem Krajské zdravotni, a.s., Socialni péce
3316/12A, Usti nad Labem, 401 13, Ceska republika
(,,hlavni zkousejici).

JELIKOZ si smluvni strany pieji upravit smlouvu o
klinickém hodnoceni s datem ucinnosti 11. prosince
2023, (,,smlouva®) pro klinické hodnoceni hodnocené¢ho
lécivého pripravku GSK3511294/ Depemokimab s
koédovym oznacenim 217013 nazvanym
,»Randomizovana, dvojit¢  zaslepena, placebem
kontrolovana studie zamétfena na stanoveni ucinnosti a
bezpecnosti  depemokimabu  u  dospélych s
hypereozinofilnim syndromem (HES)“ (,,protokol®),
které je provadéno ve zdravotnickém zafizeni (,,klinické
hodnoceni*) a jsou do néj zatfazovani pacienti (,,subjekty
klinického hodnoceni®).

JELIKOZ v souladu s bodem 27 smlouvy (Uplna
smlouva) si smluvni strany pieji upravit konkrétni znéni,
a proto souhlasi s nasledujicimi upravami smlouvy:

1. Ptiloha B (Zaznam finan¢niho ujednani) ke smlouvé je
v plném rozsahu odstranéna a nahrazena pfilohou B
(Zaznam finan¢niho ujednani), jak je pfipojena k tomuto
dodatku, aby odrazela dodate¢né naklady v dusledku
verze protokolu 2 ze dne 16. Gnora 2024 (,,zménény
protokol*); uvedené naklady budou splatné k datu 22.
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payable as of 22 April 2024 the date of the IEC and/or
RA approval of Amended Protocol in accordance with the
Applicable Law.

2. Defined terms used in this Amendment and not defined
herein will have the same meanings assigned to such
terms in the Agreement.

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

4. 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
from Effective Date 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. Where
this Amendment is executed by Institution and Principal
Investigator through the use of an electronic or digital
signature, Institution and Principal Investigator agree
that: (i) their electronic or digital signature has same
effect as a handwritten signature; (ii) signature by
electronic or digital means is permitted under Applicable
Law for the execution of the Amendment; (iii) the
electronic or digital signature platform used to generate
such signature meets the requirements under Applicable
Law for creating a valid advanced electronic or digital
signature; and (iv) Institution andr Principal Investigator
shall provide to CRO and/or to Sponsor any further
necessary certification or supporting documentation
around their electronically generated signatures in
compliance with this Section.

[SIGNATURE PAGE FOLLOWS]

dubna 2024, schvaleni zménéného protokolu NEK a/nebo
RU v souladu s platnymi zakony.

2. Definované vyrazy pouzité v tomto dodatku a zde
nedefinované budou mit stejné vyznamy, jaké maji ve
smlouvé.

3. Veskera dalsi ustanoveni smlouvy
nezmeénéna a v plné platnosti a G¢innosti.

zustavaji

4.V piipadé, Ze strany podepisi tento dodatek formou
vymény elektronicky podepsanych kopii nebo faxové
vymény podepsanych kopii, strany se zavazuji, Ze po
podpisu obéma stranami bude dodatek ucinny od data
ucinnosti a zavazny a ze faxové kopie nebo elektronické
podpisy predstavuji dikaz zavazného ujedndni s
ocekavanim, Ze originaly dokumentti budou v dobré viie
vymeénény pozdé¢ji. Pokud byl tento dodatek podepsan
zdravotnickym zafizenim a hlavnim zkouSejicim za
pouziti elektronického nebo digitdlniho podpisu,
zdravotnické zatizeni a hlavni zkouSejici souhlasi s tim,
ze: (1) jejich elektronicky nebo digitalni podpis ma stejné
ucinky  jako vlastnoru¢ni podpis; (ii)) podpis
elektronickymi nebo digitalnimi prostfedky je dovolen
platnymi zakony pro podpis dodatku; (iii) platforma
elektronického nebo digitadlniho podpisu pouzitd k
vygenerovani takového podpisu splituje pozadavky
platnych zikonii pro vytvofeni platného zaruceného
elektronického nebo digitalniho podpisu; a (iv)
zdravotnické zafizeni a hlavni zkousSejici poskytnou
spolecnosti CRO a/nebo zadavateli jakoukoliv dalsi
nezbytnou certifikaci nebo podplrnou dokumentaci
tykajici se jejich podpisit elektronicky vygenerovanych v
souladu s timto bodem.

[NASLEDUJE STRANA S PODPISY]
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| Agreed to and accepted:

| Souhlasim a pfijimdm: |

CRO INSTITUTION / ZDRAVOTNICKE ZARIZENI
Signature / Podpis Signature / Podpis
XXX MUDr. Tat’ana Soharova

Printed Name / Jméno (hiilkovym pismem)

Manager, SSU & Regulatory

Printed Name / Jméno (hiilkovym pismem)

General Director / Generalni feditelka

Title / Pozice

Title / Pozice

Date / Datum

Date / Datum

PRINCIPAL INVESTIGATOR / HLAVNI
ZKOUSEJICI

Signature / Podpis

XXX
Printed Name / Jméno (hiilkovym pismem)

Principal Investigator / Hlavni zkousSejici
Title / Pozice

Date / Datum
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ATTACHMENT B

FINANCIAL ARRANGEMENTS WORKSHEET

FINANCE SUMMARY BOX

PRILOHA B
ZAZNAM FINANCNIHO UJEDNANI

SHRNUTI FINANCNICH ZAVAZKU

Invoice Currency / Ména faktury:
Payment Base / Zaklad platb:
CRO Contracting Entity / Smluvni subjekt CRO:

CZK /K¢
Visit-based / Dle navstévy
Syneos Health UK Limited

XXX

PI: xxx | Institution: Krajské zdravotni, a.s. | GlaxoSmithKline | 217013

Doc Name: Universal Amendment (CRO) V2.0 22Jul2022 | Amendment 1 | Doc Final: 20/Aug2024

4/4




