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AMENDMENT NUMBER 1
to CLINICAL TRIAL AGREEMENT with
INSTITUTION

This AMENDMENT NUMBER 1
(“Amendment”) is entered into and valid as
of the last signature date below and effective
as of the date of publication in the Registry of
Contracts (described in Article 21 of the
Agreement [as defined below]) (‘EFFECTIVE
DATE”), by and between

PAREXEL International (IRL) Limited
having a place of business at 70 Sir John
Rogerson’s Quay, Dublin 2, Ireland,
Company number 541507, Irish VAT
Registration Number: |E  3249971HH
(hereinafter “CRQO”);

AND UCB BIOPHARMA SRL, a corporation
incorporated under the laws of Belgium having
its registered offices at Allée de la Recherche

60, B-1070 Brussels, Belgium, VAT
Registration Number: BE0543573053
("SPONSOR");

AND Revmatologicky Ustav, having a place
of business at Na Slupi 450/4, 128 00 Praha
2 — Nové Mésto, Czech Republic, Company
Registration No.: 00023728, VAT ID No.:
CZ00023728 (hereinafter "INSTITUTION");

Individually referred to as "PARTY", and
collectively referred to as "PARTIES".

WITNESSETH:

WHEREAS, SPONSOR, CRO and
INSTITUTION are PARTIES to an agreement
entitled, “CLINICAL TRIAL AGREEMENT
with INSTITUTION”, for |
entered into and valid as of its last signature
date, which is the 23 of September 2019,
and effective as of the 18t of October 2019,
which is the date of publication in the Registry
of Contracts (described in Article 21 of the
Agreement), and amendments thereto
(collectively, the “Agreement”); and

WHEREAS, the PARTIES desire to amend
such Agreement to replace _
in the capacity of

DODATEK CiSLO 1
ke SMLOUVE O KLINICKEM HODNOCENI
se ZDRAVOTNICKYM ZARIZENIM

Tento DODATEK CISLO 1 (dale jen
.,Dodatek”) je uzavien a platny ode dne
posledniho podpisu uvedeného nize a ucinny
ode dne zvefejnéni v registru smluv (viz
¢lanek 21 Smlouvy [jak je definovana nize])
(dale jen ,DATUM UCINNOSTI"), mezi

PAREXEL International (IRL) Limited se
sidlem na adrese 70 Sir John Rogerson's,
Quay, Dublin 2, Ireland, ¢&islo spole¢nosti
541507, Irské registraCni Cislo DPH: IE
3249971HH (dale jen ,CRO");

A UCB BIOPHARMA SRL spolecnost
zaregistrovana podle belgickych zakon(,
ktera ma sidlo na adrese Allée de la
Recherche 60, B-1070 Brusel, Belgie, danové
registracni Cislo: BE0543573053 (dale jen
ZADAVATEL");

A Revmatologicky ustav, se sidlem na
adrese Na Slupi 450/4, 128 00 Praha 2 —
Nové Mésto, Ceska republika, ICO:
00023728, DIC: CZz00023728 (dale jen
~ZDRAVOTNICKE ZARIZENi“);

Jednotlivé oznaCované jako ,STRANA® a
spole¢né jako ,STRANY*.

STRANY SE DOHODLY TAKTO:
VZHLEDEM K TOMU, Ze ZADAVATEL, CRO

a  ZDRAVOTNICKE  ZARIZENi jsou
STRANAMI smlouvy s nazvem ,SMLOUVA O

KLINICKEM ) HODNQCEN] se
ZDRAVOTNICKYM ZARIZENIM®, pro
STUDII , ktera byla uzaviena a

nabyla platnosti ode dne jejiho posledniho
podpisu, coz je 23. zafi 2019, a ucinnosti ode
dne 18. fijna 2019, coz je datum zvefejnéni
v registru smluv (viz Clanek 21 Smlouvy),
jakoz i jejich dodatkll (spole¢né dale jen
~smlouva®); a

VZHLEDEM K TOMU, ZE si STRANY preji
uvedenou Smlouvu upravit tak, ze i
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“‘STUDY COORDINATOR®
Agreement.

under the

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. The following paragraph in the

recitals of the Agreement will be
deleted as of 29" February 2020:

WHEREAS, SPONSOR has entered

into, or will enter into, a separate
agreement vitn

(the “INVESTIGATOR?),

, (each
individually “SUB-INVESTIGATOR”
and collectively the “SUB-
INVESTIGATORS”), and
(“STUDY COORDINATOR?”),
all of whom are employed by the
INSTITUTION and shall serve as the
INVESTIGATOR, the SUB-
INVESTIGATORS and STUDY
COORDINATOR, respectively, for
the STUDY (defined hereinafter) and
which relates to the performance of
STUDY-related tasks by the
INVESTIGATOR, the SUB-
INVESTIGATORS and STUDY
COORDINATOR, respectively, and
the compensation of the
INVESTIGATOR, the SUB-
INVESTIGATORS and STUDY
COORDINATOR, respectively; and

and will be replaced by the following
paragraph:

WHEREAS, SPONSOR has entered

into, or will enter into, a separate
agreoment with [N

(the “INVESTIGATOR?”),

, (each
individually “SUB-INVESTIGATOR”

vroli ,STUDIJNIHO KOORDINATORA"

v ramci Smlouvy.

NYNI PROTO s pfihlédnutim ke vzajemnym
zde uvedenym sliblm a ujednanim a dalSimu
hodnotnému a odpovidajicimu protipInéni,
jejichz pfijeti a dostateCnost se timto
potvrzuje, sjednavaji STRANY nasledujici
zmeény Smlouvy:

1. Nasledujici  odstavec v Gvodnich
ustanovenich Smlouvy se ke dni
29. Unora 2020 vypousti:

VZHLEDEM K
ZADAVATEL uzavfel
samostatnou smlouvu s

TOMU, ze
nebo uzavre,

(dale jen
LZKOUSEJICI),

(jednotlivé
spole¢né
a S
(,STUDIJNI
KOORDINATOR®), ktefi jsou vsichni
zaméstnanci ZDRAVOTNICKEHO
ZARIZENI a ktefi budou vykonavat
ginnost ZKOUSEUJICIHO,
SPOLUZKOUSEJiciCcH a
STUDIINIHO KOORDINATORA
STUDIE (definovana nize) a ktera se
tyka vykonavani ukoll spojenych se
STUDII ZKOUSEJiCiMm,
SPOLUZKOUSEJICiMI a STUDIJNIM
KOORDINATOREM a kompenzace
ZKOUSEJICIHO,
SPOLUZKOUSEJiCiCcH a
STUDIIJNIHO KOORDINATORA; a

“SPOLUZKOUSEJICI” a
“SPOLUZKOUSEJICI"),

a nahrazuje se nasledujicim odstavcem:

VZHLEDEM K
ZADAVATEL uzavrel
samostatnou

TOMU, ze
nebo uzavre,
smlouvu s

(dale jen
,ZKOUSEJiCI"),

(jednotlivé

“SPOLUZKOUSEJICI” a spoleéné
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and collectively the “‘SUB-
INVESTIGATORS”), and

(“STUDY
COORDINATOR?”), all of whom are
employed by the INSTITUTION and
shall serve as the INVESTIGATOR,
the SUB-INVESTIGATORS and
STUDY COORDINATOR,
respectively, for the STUDY (defined
hereinafter) and which relates to the
performance of STUDY-related tasks
by the INVESTIGATOR, the SUB-
INVESTIGATORS and STUDY
COORDINATOR, respectively, and
the compensation of the
INVESTIGATOR, the SUB-
INVESTIGATORS and STUDY
COORDINATOR, respectively; and

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

spoLUzKOUSEJic’), a s [N |

(,STUDIJNI
KOORDINATOR®), ktefi jsou vsichni
zameéstnanci ZDRAVOTNICKEHO
ZARIZENI a ktefi budou vykonavat
dinnost ZKOUSEJICIHO,
SPOLUZKOUSEJIiCICH a
STUDIINIHO KOORDINATORA
STUDIE (definovana nize) a ktera se
tyka vykonavani ukoll spojenych se
STUDI| ZKOUSEJiCiM,
SPOLUZKOUSEJICIMI a STUDIJNIM
KOORDINATOREM a kompenzace
ZKOUSEJICIHO,
SPOLUZKOUSEJiCICH a
STUDIINIHO KOORDINATORA; a

Veskeré podminky Smlouvy, které
tento Dodatek vyslovné neupravuije,
zUstavaji nadale pIné platné a ucinné.
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IN WITNESS WHEREOF, the PARTIES | NA DUKAZ CEHOZ STRANY uzaviely
have caused this Amendment to be | tento Dodatek prostirednictvim svych
executed by their duly authorized | fadné opravnénych zastupcu.
representatives.
Done in five (5) copies with one (1) | Vyhotoveno v péti(5) stejnopisech: jeden (1)
counterpart for the INSTITUTION, one (1) for | stejnopis obdrzi ZRAVOTNICKE ZARIZENI,
the INVESTIGATOR, one (1) for SPONSOR | jeden (1) ZKOUSEJICI, jeden (1)
and two (2) for the CRO ZADAVATEL a dva (2) CRO.
PAREXEL International (IRL) LIMITED PAREXEL International (IRL) LIMITED
acting as authorized representative of
UCB BIOPHARMA SRL /jednajici jako
povéreny zastupce spoleé¢nosti UCB
By/Zast: BIOPHARMA SRL.:
Name: By/Zast:
Name:
Title/Funkce:
Title/Funkce:
Date/Datum: 11.5.2020
Date/Datum: 11.5.2020
INSTITUTION / POSKYTOVATEL
ZDRAVOTNICH SLUZEB:
By/Zast:
Name: [Xx xX]
DrSc.
Title/Funkce: Director / Reditel
Date/Datum: 14.5.2020
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