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AMENDMENT # 1 TO CLINICAL TRIAL
AGREEMENT

Protocol # PQGrass308

This Amendment # 1 (“Amendment”) is effective as of 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, ID number:
65269705, Tax Number : CZ65269705, represented by:
MUDr. Ivo Rovny, MBA, Director (“Institution”)

and

xxx, lwith the workplace Fakulni nemocnice Bmo,
Détska nemocnice, Cernopolni 212/9, 662 63 Brno,
Czech Republic (“Principal Investigator™).

WHEREAS, the Parties desire to modify the Clinical
Trial Agreement with an effective date of 30 September
2024 (“Agreement”) for the clinical trial with Sponsor
Drug PQ Grass 27600 SU, encoded PQGrass308 entitled
“A  long-term, double-blind, randomised, placebo-
controlled clinical trial to investigate the efficacy and
safety of PQ Grass 27600 SU in children and adolescents
with seasonal allergic rhinitis/rhinoconjunctivitis induced
by grass pollen exposure” (“Protocol”) to be conducted at
Institution (“Trial”) to involve patients participating in
the Trial (“Trial Subjects”).

WHEREAS, in accordance with Section 26 (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 5.0 dated 10
October 2025 (“Amended Protocol”), said costs will be
payable as of the date of the IEC and/or RA approval of

DODATEK (“?, 1 ]
KE SMLOUVE O KLINICKEM HODNOCENI

Protokol ¢islo PQGrass308

Tento dodatek ¢. 1 (,,dodatek™) s ucinnosti k datu
uvefejnéni 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, véetn¢ jejich pobocek, dcefinych spolecnosti
a konkrétné jeji matei'ské spole¢nosti
Syneos Health, LLC (,,CRO*)

a

Fakultni nemocnici Brno, se sidlem na adrese Jihlavska
20, 625 00 Brno, Ceska republika, IC: 65269705, DIC:
CZ65269705, jednajici: MUDr. Ivo Rovny, MBA feditel
(,,zdravotnické zafizeni®)

a

xxx, s pracovisttm Fakulni nemocnice Brno, Détska
nemocnice, Cernopolni 212/9, 662 63 Brno, Ceska
republika (,,hlavni zkouSejici®).

JELIKOZ si smluvni strany pfeji upravit smlouvu o
klinickém hodnoceni s datem ucinnosti 30. zati 2024
(,,smlouva®“) pro klinické hodnoceni hodnoceného
lé¢ivého pripravku PQ Grass 27600 SU s kodovym
oznacenim PQGrass308 nazvanym ,,Dlouhodobé, dvojité
zaslepené, randomizované, placebem kontrolované
klinické hodnoceni zkoumajici ucinnost a bezpecnost
pripravku PQ Grass 27600 SU u déti a dospivajicich se
sezonni alergickou rymou a/nebo rinokonjunktivitidou
vyvolanou expozici pylim trav (,,protokol), které je
provadéno ve zdravotnickém zafizeni (,.klinické
hodnoceni®) a jsou do néj zatazovani pacienti (,,subjekty
klinického hodnoceni®).

JELIKOZ v souladu s bodem 26 smlouvy (Uplna
smlouva) si smluvni strany pieji upravit konkrétni znéni,
a proto souhlasi s nasledujicimi Gpravami smlouvy:

1. Ptiloha B (Zaznam finan¢niho ujednani) ke smlouvé je
v plném rozsahu odstranéna a nahrazena piilohou B
(Zaznam finan¢niho ujednani), jak je pfipojena k tomuto
dodatku, aby odrazela dodatecné naklady v duasledku
verze protokolu 5.0 ze dne 10. fijna 2025 (,,zménény
protokol®); uvedené naklady budou splatné k datu
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Amended Protocol in accordance with the Applicable
Law.

2. Notice: Executed Agreement contains incorect
Protocol number (PQGrassG308) and this Amendment
serves to make correction and update it. Correct
Porotocol number is PQGrass308 as noted above.

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

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

5. The Amendment can be signed electronically
(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]

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

2. Upozornéni: Podepsana Smlouva obsahuje nespravné
¢islo protokolu (PQGrassG308) a tento Dodatek slouzi k
jeho opraveé a aktualizaci. Spravné cislo protokolu je
PQGrass308, jak je uvedeno vyse.

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

4. Veskera dalsi ustanoveni smlouvy
nezménéna a v plné platnosti a u¢innosti.

zlstavaji

5. Dodatek lze podepsat elektronicky (kvalifikovanymi
elektronickymi podpisy) nebo vlastnoru¢nim podpisem, a
to se stejnymi G¢inky. V piipad¢ vlastnoru¢niho podpisu
je dodatek vyhotoven ve tfech stejnopisech, z nichz kazda
smluvni strana obdrzi po jednom...

[NASLEDUJE STRANA S PODPISY]

PI: xxx | Institution: Fakultni Nemocnice Brno ] | Allergy Therapeutics (UK) Ltd. | PQGrass308

Doc Name: Universal Amendment (CRO) V2.0 22Jul2022 | Amendment 1 | Doc Final: 18/Nov/2025

2/4




Confidential | Divérné

| Agreed to and accepted:

| Souhlasim a p¥ijimam: |

CRO INSTITUTION / ZDRAVOTNICKE ZARIZENI
Signature / Podpis Signature / Podpis
XXX MUDr. Ivo Rovny, MBA

Printed Name / Jméno (htilkovym pismem)

Printed Name / Jméno (hiilkovym pismem)

Manager SSU & Regulatory Director/ Reditel
Title / Pozice Title / Pozice
Date / Datum Date / Datum

PRINCIPAL INVESTIGATOR / HLAVNI
ZKOUSEJICI

Signature / Podpis

XXX
Printed Name / Jméno (hiilkovym pismem)

Principal Investigator / Hlavni zkouSejici
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:

In the context of this Trial, the Sponsor further undertakes
to pay the Institution a flat fee payment of xxx to cover
the costs of the Trial Subjects associated with travel to
and from the Institution (hereinafter referred to as "Trial
Subject travel reimbursement”). The flat fee payment for
the Trial subject travel reimbursement (hereinafter
referred to as the 'Flat fee') shall be paid by the Sponsor
on the basis of an invoice issued by the Institution after
the conclusion of this Agreement. In accordance with
Article 36(13) of Act No. 235/2004 Coll., on value added
tax, as amended, the flat fee shall not be included in the
value added tax base. After three quarters of the flat fee
has been used up, the Institution is entitled to issue
another invoice in the same amount as the previous one.

The Site will send the CRO a summary of travel
reimbursement payments made to the Trial Subjects
every 6 months, after prior notification by the CRO.

In the event of termination of the Trial, the CRO is
obliged to request the FN Brno to return unpaid advances
in writing to the e-mail address: xxx and in a copy to
UVV-xxx, no later than 7 days from the end of the Trial.

CZK /K¢

Visit-based / Dle navstévy

Syneos Health UK Limited

V ramci tohoto klinického hodnoceni se zadavatel dale
zavazuje vyplatit zdravotnickému zafizeni pausSalni
¢astku ve vys$i xxx na tthradu naklada subjektt klinického
hodnoceni spojenych s cestou (nebo jinak specifikovat)
do zdravotnického zafizeni a zpét (dale jen ,,cestovni
naklady*). Pausalni ¢astka na thradu cestovnich naklada
(dale jen ,pausal) bude zadavatelem vyplacena na
zakladé faktury vystavené zdravotnickym zatfizenim po
uzavieni této smlouvy. Pausal se v souladu s § 36 odst.
13 zakona ¢. 235/2004 Sb., o dani z ptidané hodnoty, ve
znéni pozdejsich predpisi, nezahrnuje do zékladu dané
z ptidané hodnoty. Po vycCerpani tii Ctvrtin pausalu je
zdravotnické zatizeni opravnéno vystavit dalsi fakturu, a
to ve stejné vysi jako ptedchozi.

Centrum zasle kazdych 6 mésict CRO piehled plateb
cestovnich nahrad subjektd klinického hodnoceni, po
predchozi vyzvé ze strany CRO.

CRO je povinna v piipadé ukonceni klinického
hodnoceni vyzvat FN Brno k vraceni nevyplacenych
zaloh a to pisemné na e-mailovou adresu: xxx a v kopii
na UVV-OKS-xxx a to nejpozdéji do 7 dnti od ukonceni
klinického hodnoceni.

XXX
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