AMENDMENT No. 2 TO CLINICAL TRIAL
AGREEMENT

DODATEK ¢&. 2 KE SMLOUVE O KLINICKEM
HODNOCENI

This Amendment No. 2 to Clinical Trial
Agreement (“Amendment”) is between:

Fakultni nemocnice Hradec Kralové,
having a place of business at Sokolska 581,
500 05 Hradec Krialové — Novy Hradec
Kralové, Czech Republic, Identification
number: 00179906, Tax identification
number: CZ00179906, represented by MUDr.
AleS Herman, Ph.D., Director (the
“Institution”); and

I 2 ving a work

address at Ustav klinické imunologie a
alergie, Fakultni nemocnice Hradec Krélové
(the “Investigator”); and

IQVIA RDS Czech Republic s.r.o., having
a place of business at Pernerova 691/42, 186

00 Praha 8 - Karlin, Czech Republic,
Identification number: 24768651, Tax
identification number: CZ24768651,

represented by Ing. Eva Falbrova, Managing
Director (“IQVIA™); and

GlaxoSmithKline Research and
Development Limited, having aplace of
business at 980 Great West Road, Brentford,
Middlesex, TW8 9GS, England, Identification
number: 00835139, Tax identification
number: 2017061341 (“Sponsor”)

and is effective as of its publication in the Register
of Agreements but the parties agree to be bound
by the rights and obligations arising from this
Amendment from 30 June 2022 (hereinafter
“Effective Date”).

Tento dodatek €. 2 ke Smlouvé o klinickém
hodnoceni (dale jen ,Dodatek”) se uzavira mezi:

Fakultni nemocnice Hradec Kralové, se sidlem
Sokolskd 581, 500 05 Hradec Krilové — Novy
Hradec Kralové, Ceskd republika, Identifikacni
¢islo: 001 79 906, Danové identifikacni cislo:
CZ00179906, zastoupend MUDir. Alesem
Hermanem, Ph.D., feditelem (,,Poskytovatel); a

I 2 dresou pracovisteé

Ustav klinické imunologie a alergie, Fakultni
nemocnice Hradec Kralové (,,ZkouSejici*); a

IQVIA RDS Czech Republic s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8 - Karlin, Cesk4
republika, Identifikacni C&islo: 24768651, Danové
identifikacni Cislo: CZ24768651, zastoupend Ing.
Evou Falbrovou, jednatelkou (,,JQVIA®); a

Glaxo SmithKline Research and Development
Limited, se sidlem 980 Great West Road, Brentford,
Middlesex, TW8 9GS, Anglie, Identifika¢ni ¢islo:
00835139, Danové identifikac¢ni ¢islo: 2017061341
(,,Zadavatel).

a je Ucinny od data uvefejnéni v registru smluv, avSak
smluvni strany si preji byt Upravou prav a povinnosti
obsazenou v tomto Dodatku vazany jiz od 30. ¢ervna
2022 (déale jen ,Datum uéinnosti®).

WITNESSETH

UVODNI USTANOVENI:

WHEREAS, Institution, Investigator,
IQVIA and Sponsor are parties to an agreement
entitled Clinical Trial Agreement for Protocol “A
52-week, randomised, double-blind, placebo-

VZHLEDEM K TOMU, Ze Poskytovatel,
Zkousejici, IQVIA a Zdavatel jsou smluvnimi stranami
smlouvy s ndzvem Smilouva o klinickém hodnoceni pro

protokol  ,52tydenni,  randomizované,  dvojite
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controlled, parallelgroup, multi-centre study
of the efficacy and safety of GSK3511294
adjunctive therapy in adult and adolescent
participants with severe uncontrolled asthma
with an eosinophilic phenotype “ Protocol No.

206713 effective as of 28 July 2021, as amended
by Amendment No. 1 dated 18 February 2022 (the
“Agreement”), and the parties desire to amend
such Agreement;

zaslepené, placebem kontrolované, multicentrické
klinické hodnoceni s paralelnimi skupinami o
ucinnosti a  bezpecnosti  doplikové  lécby
GSK3511294 u dospéelych a dospivajicich ticastnikii
s tezkym nekontrolovanym astmatem s eozinofilnim
Jfenotypem*, Cislo protokolu 206713 uc¢inné od 28.
Cervence 2021 , ve znéni dodatku €. 1 ze dne 18. Unora

2022(dale jen ,Smlouva“) a strany si preji tuto Smlouvu
zmeénit;

WHEREAS, the Attachment A of the
Agreement shall be amended to update section
H. Conditional Procedures (with Invoice);

VZHLEDEM K TOMU, ze pfiloha A Smilouvy
bude upravena tak, aby aktualizovala oddil H.
Podminéna vySetfeni (s fakturou);

WHEREAS, the Budget shall be amended
due to Protocol Amendment version 02 dated
08/APR/2022.

VZHLEDEM K TOMU, ze rozpocet bude
zménén v disledku zmény protokolu verze 02 ze dne 8.
dubna 2022.

NOW THEREFORE, in consideration of
the mutual promises and covenants set forth
herein, and other good and valuable
consideration, the receipt and sufficiency of which
is hereby acknowledged, the parties hereby agree
to amend the Agreement as follows

NYNi PROTO sohledem na vzajemné sliby
a dohody uvedené vtomto dokumentu a dal§i kvalitni
acenné Uvahy, jejichz prijeti a dostate¢nost se timto
potvrzuje, se strany timto zavazuji zménit Smlouvu
nasledujicim zpusobem:

1. Attachment A

1. Priloha A

Section H. Conditional Procedures (with invoice)
of the Attachment A is hereby amended to add the
conditional procedures shown below

Oddil H. Podminéna vysetfeni (s fakturou) v Pfiloze A
Smlouvy, je aktualizovan tak, aby zohlednil nové pfidana
vySetfeni tak, jak je uvedeno nize:
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T —
2. Budget 2. Rozpocdet

The Budget table is hereby amended due to | Rozpoctova tabulka se timto méni v dusledku zmény
Protocol Amendment version 02 dated | protokolu verze 02 ze dne 8. dubna 2022 takto:
08/APR/2022 as follows:
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The Budget Table is hereby deleted in its entirety | Rozpoétova tabulka se timto v celém rozsahu rusi a
and replaced by the attached Budget. nahrazuje pfilozenym rozpoétem.
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3. Register of Agreements | 3. Registrsmluv |

Notwithstanding the foregoing, IQVIA, Sponsor, | Bez ohledu na vySe uvedené, IQVIA, Zadavatel,
Institution and Investigator hereby acknowledge | Poskytovatel a ZkouSejici timto potvrzuji, ze
that the Institution is obliged to publish this | Poskytovatel je povinen uvefejnit tento Dodatek podle
Amendment pursuant to Act No. 340/2015 Coll., in | zakona ¢&. 340/2015 Sb., o registru smluv. Jakékoli
the Register of Agreements. Any information | informace, které tvofi obchodni tajemstvi obou stran,
which constitutes trade secret of either party is | jsou osvobozeny od takového uvefejnéni. Pro Ucely
exempted from such publication. For the purposes | tohoto Dodatku a Smlouvy se obchodnim tajemstvim
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of this Amendment and the Agreement, such trade
secrets include, but are not limited to, Attachment
A Budget and Payment Schedule, the minimum
enrollment goal, expected number of Study
subjects enrolled and the expected duration of the
Study. Furthermore, personal data of individuals
are also exempt from such publication, unless
they have been previously published in another
public register.

Before signing this Amendment, the Institution
requires to send the agreed final version of the
Amendment in machine-readable format with
highlighted text, which Sponsor considers to be a
trade secret. The Institution is obliged to obtain
the Sponsors consent before further amending
the final version of the Amendment beyond the
highlighted text by the Sponsor.

The Institution is obliged to publish this
Amendment in accordance with the article herein
above. The Institution will inform IQVIA of

publishing this Amendment in the Agreements
Register by designating the following email
address: as the email
address to which a notification of publication in the
Agreements register shall be sent. Should the
Institution fail to publish this Amendment within 5
working days from its full execution by all parties,
it may be published by the Sponsor or IQVIA.

The estimated value of financial payment under
the Agreement, as amended, shall be

approximately CZK 1 130 000.

rozumi zejména Pfiloha A Smlouvy — Rozpocet a
platebni pfehled, minimalni cil naboru, ocekavany pocet
zafazenych pacientl a oCekavand délka trvani studie.
Kromé& toho jsou rovnéz osvobozeny od takového
uverejnéni osobni Udaje jednotlivel, pokud nebyly dfive
publikovany v jiném vefejném registru.

Poskytovatel vyzaduje pfed podpisem dodatku zaslat
odsouhlasenou finalni verzi dodatku ve strojové citelném
formatu s podbarvenym textem, ktery zadavatel
povazuje za obchodni tajemstvi. Poskytovatel je povinen
ziskat souhlas zadavatele pfed tim, nez bude kone¢nou
verzi dodatku dale ménit nad ramec podbarveného textu
ze strany zadavatele.

Poskytovatel musi uverejnit tento Dodatek podle tohoto
Clanku. Poskytovatel vyrozumi IQVIA o uvefejnéni
Dodatku v registru smluv tak, ze ve formulafi

ouzivaném k uvefejnéni zada adresu
_ jako emailovou adresu, na
kterou ma byt zaslana notifikace o uverejnéni. Pokud
Poskytovatel neuvefejni tento Dodatek ve Ihité 5
pracovnich dni od jeho podpisu vSemi smluvnimi
stranami, jsou k jeho uvefejnéni opravnéni IQVIA &i
zadavatel.

Pfedpokladand hodnota Smlouvy ve znéni tohoto
Dodatku je pfiblizné 1 130 000 K.

All terms and conditions of the Agreement
not expressly amended by this Amendment
remain in full force and effect.

V8echny podminky Smlouvy, které nejsou
vyslovné zménény timto Dodatkem, zustavaji v plném
rozsahu platné a uginné.
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IN WITNESS WHEREOF, this
Amendment has been executed by the parties
hereto through their duly authorized officers on the
date(s) set forth below.

NA DUKAZ CEHOZ byl tento Dodatek uzavien
smluvnimi stranami prostfednictvim jejich Fadné
opravnénych zastupcl kdatu uvedenému (datim
uvedenym) nizZe.

ACKNOWLEDGED AND AGREED BY:

BERE NA VEDOMI A SOUHLASI:

Fakultni nemocnice Hradec Kralové

By:

Name: MUDr. Ales Herman, Ph.D.
Title: Director

Date: 14. 2. 2023

Fakultni nemocnice Hradec Kralové
Podpis:

Jméno: MUDr. AleS Herman, Ph.D.
Funkce: Reditel

Datum: 14. 2. 2023

ACKNOWLEDGED AND AGREED BY:

BERE NA VEDOMI A SOUHLASI:

By:

Title: Investigator

Date: 20. 2. 2023

Podpis:
Funkce: ZkousSejici

Datum: 20. 2. 2023

ACKNOWLEDGED AND AGREED BY:

BERE NA VEDOMI A SOUHLASI:

IQVIA RDS Czech Republic s.r.o.,

By:

Name:

Title:

Date: 8. 2. 2023

IQVIA RDS Czech Republic s.r.o., :
Podpis:
Jméno:
Funkce:

Datum: 8. 2. 2023

ACKNOWLEDGED AND AGREED BY:

BERE NA VEDOMi A SOUHLASI:

Signed by IQVIA RDS Czech Republic, s.r.o0.,
under a Power of Attorney dated 20 November
2020, in the name of Glaxo SmithKline
Research and Development Limited

By:

Name:

Title:

Date: 8. 2. 2023

Podepsano IQVIA RDS Czech Republic, s.r.o., na
zakladé Plné moci vystavené dne 20. listopadu
2020, jménem Glaxo SmithKline Research and
Development Limited

Podpis:
Jméno:
Funkce:

Datum: 8. 2. 2023
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