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DODATEK ¢&. 1 KE SMLOUVE
O PROVADENI KLINICKEHO
HODNOCENI

AMENDMENT no. 1 TO CLINICAL TRIAL
AGREEMENT

Cislo protokolu GLPG0634-CL-336

Protocol Number GLPG0634-CL-336

Randomizovany, placebem
dvojité zaslepeny program s paralelnimi
skupinami fize 3 k hodnoceni uc¢innosti a
bezpecnosti filgotinibu u dospélych pacienti
s aktivni axidlni spondyloartritidou

kontrolovany,

Protocol Title: A Phase 3 randomized, placebo-
controlled, double-blind, parallel-group
program to evaluate efficacy and safety of
filgotinib in adult subjects with active axial
spondyloarthritis

Tento dodatek ke Smlouvé o provadéni klinického
hodnoceni (dale ,,Dodatek*) se uzavira mezi

This Amendment to Clinical Trial Agreement
(“Amendment”) is between

Revmatologicky tustav, statni piispévkova
organizace, se sidlem Na Slupi 450/4, Nové
Mésto, 128 00, Praha 2, Ceska republika
Identifikaéni  ¢islo: 00023728, Danové
identifikacni c¢islo: CZ00023728, zastoupeny
prof. MUDr. Karlem Pavelkou, DrSc., feditelem
(,,Zdravotnické zarizeni”), a

Revmatologicky tstav, state budgetary
organization, having a place of business at Na
Slupi 450/4, Nové Mesto, 128 00, Praha 2,
Czech Republic, Identification number:

00023728, Tax Identification = Number:
CZ00023728, represented by prof. MUDr.
Karel Pavelka, DrSc., Director (the
“Institution”), and

e IQVIA RDS Czech Republic, s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8 - Karlin,
Ceska republika, IC: 247 68651, DIC:
CZ24768651, zastoupena Ing. Evou Falbrovou,
jednatelkou(,, IQVIA™), a

e 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: 247 68651, Tax identification
number: CZ247 68 651, represented by Ing.
Eva Falbrova, Managing Director (“IQVIA”),
and

e Galapagos NV, se sidlem Generaal De
Wittelaan L11 A3, 2800 Mechelen, Belgie,
identifikacni  Cislo: 0466.460.429, danové
identifikacni Cislo: BE 0466.460.429,
(,,Zadavatel®)

e Galapagos NV, having a place of business at
Generaal De Wittelaan L11 A3 2800 Mechelen
Belgium, Identification number: 0466.460.429,
Tax identification number: BE 0466.460.429,
(“Sponsor”)

se uzavira s ucinnosti ke dni uvefejnéni v registru
smluv, av8ak Strany si vyslovné pieji byt upravou
prav a povinnosti obsazenou v tomto Dodatku

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

vazany jiz  od30.ledna 2024 (,Datum | Amendment from 30 January 2024 (the
ucinnosti). (,,Datum ucinnosti Dodatku*). “Amendment Effective Date”) .
UVODNI USTANOVENI: WITNESSETH:

Spole¢nost IQVIA, Zadavatel a Zdravotnické
zafizeni a ZkouSejici jsou stranami smlouvy

WHEREAS, IQVIA, Sponsor and Institution and
Investigator are parties to an agreement entitled

GLPGO634CL336_CTA AM1_PA IQVIA RU 30Jan2024 final clean__INSTITUTION

Page 1 of 6

CONFIDENTIAL

Galapagos NV / GLPG0634-CL-336

Revmatologicky tustav / [ N
Version / Verze: draft/ 10012024




snazvem Smlouva o klinickém hodnoceni
sucinnosti od 27. cervna 2023 (dale jen
,omlouva®), kterou si pieji zménit.

Clinical Trial Agreement effective as of 27 June
2023 (the “Agreement”), and the parties desire to
amend such Agreement;

Proto se s ohledem na vzajemné piisliby a zavazky
zde uvedené a dalsi fadna a hodnotna protiplnéni,
jejichz piijeti a dostateCnost se timto potvrzuji,
smluvni strany dohodly na zméné Smlouvy takto:

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:

1. Naésledujici clanky Prilohy A Rozpocet
a rozpis plateb se timto méni nésledovné:

I. The following Sections of Attachment A
Budget & Payment Schedule are hereby
amended to read:

1.1 Sekce D. Tabulka rozpocltu se
v celém rozsahu nahrazuje v tomto znéni:

1.1 Section D Budget Table is enterely
replaced by the following:
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klinické indikaci béhem obdobi
sniZovani davky — vidy
podminény (kon hrazen pouze na
fakturu

escalation period - always
conditional and invoicable item
only

Vsechny podminky Smlouvy, které nejsou
vyslovné zménény timto Dodatkem, zlstavaji
v plném rozsahu platné a G¢inné.

All terms and conditions of the Agreement not
expressly amended by this Amendment remain in

full force and effect.

Tento Dodatek uzaviely smluvni strany
prostiednictvim svych fadn¢ opravnénych zastupct
k nize uvedenému datu (datim).

IN WITNESS WHEREOF, this Amendment has
been executed by the parties hereto through their
duly authorized officers on the date(s) set forth
below.

ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic, s.r.0.,/ NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS IQVIA RDS Czech Republic, s.r.0.

By/ Jméno: Ing. Eva Falbrova
Director, Clinical Operations
Title/ Funkce:
Signature/
Podpis:
Date/ Datum: 12 -02- 0%

Signed by IQVIA RDS Czech Republic, s.r.o., under a Power of Attorney dated 11 October
2022, in the name of Galapagos NV/ Podepsano IQVIA RDS Czech Republic, s.r.0., na zékladé
PIné moci vystavené dne 11. fijna 2022, jménem Galapagos NV

Name/ Jméno: Ing. Eva Falbrova

Title/ Funkce:
Signature/
Podpis:

Director, Clinical Opgrations

12 -02- 202

Date/ Datum:
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ACKNOWLEDGED AND AGREED BY Revmatologicky tistav / NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Revmatologicky tstav

By/ Jméno: prof. MUDr. Karel Pavelka, DrSc.

Title/ Funkce: director / reditel
(must be authorized to sign on Institution's behalf)/(musi se jednat o podpis
opravnéného zastupce Zdravotnického zafizeni):

Si ure/ 5 &
Podpis: _ REVHATOLOGICK USTA

. . i 128 00 Praha 2 - Nové Mésto
Date/ Datum: fal 1 LT

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ Na diikaz souhlasu
pripojuje sviij podpis ZkouSejici:

Name/ Jméno:

Signature/
Podpis:

19 -02- 2004

Date/ Datum:
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