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AMENDMENT # 1 TO CLINICAL TRIAL
AGREEMENT

Protocol # 213406

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

Fakultni nemocnice Brno, with a place of business at
Jihlavska 20, 625 00 Brno, Czech Republic, Identification
Number: 65269705, Tax Identification Number:
CZ65269705, represented by: MUDr. Ivo Rovny, MBA
— director (“Institution’)

and

XXX Children’s oncology clinic at Fakultni nemocnice
Brno (“Principal Investigator™).

WHEREAS, the Parties desire to modify the Clinical
Trial Agreement with an effective date of 30 Jun 2022
(“Agreement”) for the clinical trial with Sponsor Drug
encoded 213406 entitled “A Phase 1, Multicentre, Open-
Label, Dose-Escalation and Cohort Expansion Study of
Niraparib and Dostarlimab in Paediatric Patients with
Recurrent or Refractory Solid Tumors” (“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 04 dated 23 May
2024 (“Amended Protocol”), said costs will be payable as
of the date of the IEC and RA approval of Amended
Protocol in accordance with the Applicable Law.

DODATEK C. 1
KE SMLOUVE O KLINICKEM HODNOCENI

Protokol ¢islo 213406

Tento dodatek ¢. 1 (,,dodatek™) s uc¢innosti k datu
zvefejnéni revidovaného 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, GUI14 7BF, Spojené
kralovstvi, véetné jejich pobocek, dcefinych spolecnosti
a konkrétné jeji matetské spole¢nosti
Syneos Health, LLC (,,CRO*)

a

Fakultni nemocnici Brno, se sidlem Jihlavska 20, 625
00 Brno, Ceskd republika, IC: 65269705, DIC:
CZ65269705, zastoupena: MUDr. Ivo Rovny, MBA —
teditel (,,zdravotnické zafizeni®)

a

XXX Kliniky détské onkologie Fakultni nemocnice Brno
(,,hlavni zkousejici‘).

JELIKOZ si smluvni strany pieji upravit smlouvu o
klinickém hodnoceni s datem tucinnosti 30. cervna
2022,(,,smlouva‘®) pro klinické hodnoceni hodnoceného
lé¢ivého pfipravku s koédovym oznacenim 213406
nazvanym ,,Multicentricka oteviena studie niraparibu a
dostarlimabu faze 1 se stupfiovanim davky a expanzi
kohorty u pediatrickych pacientii s rekurentnimi nebo
refrakternimi solidnimi nadory* (,,protokol), které je
provadéno ve zdravotnickém zafizeni (,.klinické
hodnoceni®) a jsou do n¢j zatazovani 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 dasledku
verze protokolu 04 ze dne 23. kvétna 2024 (,,zménény
protokol®); uvedené ndklady budou splatné k datu
schvaleni zménéného protokolu NEK a RU v souladu s
platnymi zékony.
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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. The Amendment can be signed by qualified electronic
signature or by handwritten signature, with the same
effects. In the case of handwritten signature, the
Amendment shall be drawn up in triplicate, of which each
party shall receive one.

[SIGNATURE PAGE FOLLOWS]

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

3. Veskerd dal§i ustanoveni smlouvy zlstdvaji
nezménéna a v plné platnosti a ucinnosti.

4. Tento dodatek 1lze podepsat kvalifikovanym
elektronickym podpisem nebo vlastnorué¢nim podpisem,
a to se stejnymi ucinky. V piipadé vlastnoru¢niho
podpisu je dodatek vyhotoven ve tech stejnopisech, z
nichz kazd4 smluvni strana obdrzi po jednom..

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

| Souhlasim a p¥ijimam: |

CRO INSTITUTION / ZDRAVOTNICKE ZARIZENI{
Signature / Podpis Signature / Podpis

XXX MUDr. Ivo Rovny, MBA

Printed Name / Jméno (hiilkovym pismem) Printed Name / Jméno (hillkovym pismem)
Manager SSU & Regulatory Dorector / Reditel

Title / Pozice Title / Pozice

Date / Datum Date / Datum

PRINCIPAL INVESTIGATOR / HLAVNI
ZKOUSEJICI

Signature / Podpis

XXX
Printed Name / Jméno (htilkovym 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 / Zéaklad platb:
CRO Contracting Entity / Smluvni subjekt CRO:

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

XXX
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