AMENDMENT #1 TO CLINICAL TRIAL
AGREEMENT

DODATEK C.1 SMLOUVY O KLINICKEM
HODNOCENI

This Amendment #1 (this “Amendment”) to the Clinical
Trial Agreement (the “Agreement”), dated 15 May 2023
by and between:

¢ Revmatologicky Ustav, state budgetary
organization, having a place of business at Na
Slupi 450/4, Nové Mésto, 128 00 Praha 2,

Czech  Republic, Identification  Number:
00023728, Tax Identification = Number:
CZ00023728, represented by prof. MUDr.

Karel Pavelka, DrSc., Director (“Institution”),
and

o IQVIA RDS Czech Republic, s.r.o., having a
place of business at Pernerova 691/42, 186 00
Praha 8, Czech Republic, Identification number:
247 68 651, Tax identification number: CZ247
68 651, represented by Ing. Eva Falbrova,
Managing Director (“IQVIA”), and

o Merck KGaA, having a place of business at
Frankfurter Str. 250, 64293 Darmstadt,
Germany upon Power of Attorney represented
by IQVIA RDS Czech Republic, s.r.o.
(“Sponsor™)

Tento Dodatek ¢.1 (dale jen tento ,,Dodatek) Smlouvy
o klinickém hodnoceni (dale jen ,,Smlouva®) ze dne
15. kvétna 2023 mezi:

e Revmatologicky Ustav, statni piispévkova
organizace, se sidlem Na Slupi 450/4, Nové
Mésto, 128 00 Praha 2, Ceskd republika,
Identifika¢ni dislo: 00023728, Danové
identifikacni ¢islo: CZ00023728, zastoupeny
prof. MUDr. Karlem Pavelkou, DrSc., feditelem
(dale jen ,,Zdravotnické zarizeni®) a

e IQVIA RDS Czech Republic, s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8, Ceska
republika, 1C: 247 68 651, DIC: CZ24768651,
zastoupeny Ing. Evou Falbrovou, jednatelkou
(dale jen ,,IQVIA“) a

e Merck KGaA, s adresou Frankfurter Str. 250,
64293 Darmstadt, Némecko, zastoupena na
zaklad¢é plné moci IQVIA RDS Czech Republic,
s.r.o. (“Zadavatel”)

is entered into as of the last signature date below and
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 as
provided below, by and between Institution, IQVIA
and Sponsor. All capitalized terms used but not
otherwise defined herein shall have the meaning set
forth in the Agreement.

se uzavird k datu posledniho podpisu nize a nabyva
ucinnosti ke dni uvefejnéni v registru smluv, avsak
Strany si vyslovné pfeji byt upravou prav a povinnosti
obsazenou v tomto Dodatku vazany jiz od data
uvedeného nize, mezi Instituci, IQVIA a
Zadavatelem.  Vsechny vyrazy psané s velkym
pocatecnim pismenem, avsak jinak vtomto Dodatku
nedefinované, maji vyznam, jenz jim je dan Smlouvou.

WHEREAS, IQVIA, Sponsor and Institution entered
into the Agreement, pursuant to which the parties agreed
that Institution and its employee, the Investigator
(hereinafter jointly the “Site”) would conduct the
following clinical trial sponsored by Merck Healthcare
KGaA:

VZHLEDEM K TOMU, ZE Spolegnost IQVIA,
Zadavatel a Zdravotnické zatizeni mezi sebou uzaviely
Smlouvu, vniz se smluvni strany dohodly, ze
Zdravotnické zafizeni a jeji zaméstnanec, zkouSejici
(dale spolecné jen "Misto provadéni klinického
hodnoceni"), bude provadét nize uvedené Kklinické
hodnoceni, jehoz zadavatelem je Merck KGaA:

Protocol Number: MS200569_0041

Cislo protokolu: MS200569 0041

Principal Investigator: | N

Hiavni zkousejic: [ NNEEEENN |

and

a

MS200569 0041 MerckAlliance Czech Republic Amend to CTA INST_11Mar2024
Revmatologicky sty / I

Verze/version 1.0 // Amendment 1 to CTA_15May2023

Page 1 of 4



WHEREAS, the parties wish to amend the Agreement
due to Protocol version 4.0 dated 02 August 2023 which
revised the budget as well as to revise screening failure
language;

VZHLEDEM K TOMU, ze Smluvni strany si pieji
upravit Smlouvu na zakladé upraveného Protokolu
verze 4.0, ze dne 2. srpna 2023, ktery reviduje rozpodet
a také reviduje znéni o subjektech, které neprojdou
vstupnim vySetfenim (“screening failure”);

NOW THEREFORE, for good and valuable
consideration, the receipt and sufficiency of which is
hereby acknowledged, the parties agree as follows:

Pii fadném a hodnotném protiplnéni, jehoz pfijeti
a dostateCnost je timto potvrzena, se Strany dohodly
takto:

1. Effective as of 11 Jan 2024, section D Budget
Table of Attachment A “Budget & Payment
Schedule” of the Agreement is updated to
include the following changes:

1. S ucinnosti od 11. ledna 2024 se oddil D
Tabulka rozpo¢tu v piiloze A "Rozpocet a
rozpis plateb” dohody aktualizuje tak, aby
obsahovala nasledujici zmény:

As a result, the cost of Week 4 of DBPC Treatment
Period shall be deleted in its entirety and replaced as
follows:

V dusledku toho se naklady na 4. tyden lécebného
obdobi DBPC v plném rozsahu rusi a nahrazuji se
nasledovné:

2. Effective as of 11 Jan 2024, Conditional
Procedures Table of Attachment A “Budget &
Payment Schedule” of the Agreement shall be

2. S ucinnosti od 11. ledna 2024 se aktualizuje
tabulka Ukonti provadénych podle potieby (na
zaklad¢ faktury) v pfiloze A "Rozpocet a
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updated with the following fees deleted in their
entirety:

rozpis plateb” dohody, pii¢emz se zcela
vypoustéji nasledujici poplatky:

3. Effective as of 11 Jan 2024, Section F
“Screening Failure” of Attachment A “Budget
& Payment Schedule” of the Agreement shall
be deleted in its entirety and replaced as
follows:

3. S ucinnosti od 11. ledna 2024 se oddil F
Subjekty,  které  neprojdou  vstupnim
vySetfenim (“screening failure”) v pfiloze A
"Rozpodet a rozpis plateb” dohody odstraiujje
a nahrazuje se v celém rozsahu timto znénim:

“F. Screening Failure

F. Subjekty, které neprojdou vstupnim vySetienim
(,,screening failure*)

To be eligible for reimbursement of a Screening Visit,
supporting data entry must be completed and submitted
to IQVIA along with any additional information, which
may be requested by IQVIA to appropriately document
the subject screening procedures.”

Narok na uhradu za vstupni navstévu vznikd za
predpokladu, Ze spole¢nosti IQVIA budou piedlozeny
vyplnéné podkladové udaje spolu s jakymikoli
dodate¢nymi informacemi, které muze spole¢nost
IQVIA vyzadovat kfadnému prokazani vstupnich
vySetfeni subjektu.

4. Except as provided above, all other terms and
conditions of the Agreement remain unchanged
and in full force and effect.

4. S vyjimkou vySe uvedeného zlstavaji vSechny
ostatni podminky Smlouvy beze zmén a platné
a uéinné v plném rozsahu.

Signature page to follow

Nésleduje strana s podpisy
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IN WITNESS WHEREOF, the parties hereto have | NA DUKAZ TOHO byl tento Dodatek podepsan
caused this Amendment to be executed by their duly | fadné opravnénymi zastupci smluvnich stran k vyse
authorized representatives as of the effective date first | uvedenému datu.

set forth above.

ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic, s.r.0. / Na dikaz souhlasu piipojuje
svij podpis opravnény zastupce IQVIA RDS Czech Republic, s.r.o.

By /podpis:

Name (Print) / Jméno:

Title / funkce:

Date / Datum:

ACKNOWLEDGED AND AGREED BY Mgrck Healthcare KGaA Signed undgr a Power of Attorney by
IQVIA RDS Czech Republic s.r.o. / NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS Merck Healthcare
KgaA: Podepsano spole¢nosti IQVIA RDS Czech Republic s. r. 0., na zakladé pIlné moci:

By /podpis:

Name (Print) / Jméno:

Title / funkce:

Date / Datum:

ACKNOWLEDGED AND AGREED BY Revmatologicky Ustav / Na dtkaz souhlasu piipojuje sviij podpis
opravnény zastupce Revmatologického Ustavu:

By /podpis:

Name (Print) / Jméno: MUDr. Karel Pavelka, DrSc.

Title / funkce: Director / Reditel
(must be authorized to sign on Institution's behalf / musi se jednat o podpis oprdvnéného zdstupce
Zdravotnického zarizeni)

Date / Datum:
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