DODATEK C. 4 KE SMLOUVE O KLINICKEM

Zadavatel,

HODNOCENI

uzaviena mezi

e Fakultni nemocnici Hradec Krélovvé, se
sidlem na adrese Sokolska 581, PSC 500

05, Hradec Kralové — Novy Hradec
Kralové, Ceska republika, Identifikacni
Cislo: 00179906, Danové identifika¢ni

¢islo: CZ00179906, zastoupenou MUDr.
AleSem Hermanem, Ph.D., feditelem
(,Poskytovatel®), a

- I <

pracivni adresou adresou Neurologicka
klinika, = Fakultni nemocnice  Hradec
Kralové,

Sokolska 581, PSC 500 05, Hradec
Kralové — Novy Hradec Kralové, Ceskéa
republika dale jen (,Novy hlavni
zkousejici“)

e IQVIA RDS Czech Republic, s.r.o., se
sidlem Pernerova 691/42, 186 00 Praha 8,
Ceska republika, ID 24768651, Tax ID
CZ24768651, (,IQVIAY) a

e Merck KGaA, s adresou Frankfurter Str.
250, Darmstadt, Némecko, zapsana v
Obchodnim rejstfiku B vedeném u Civilniho
soudu v Darmstadtu pod Cislem HRB 6164,
zastoupena na zékladé plné moci IQVIA
RDS Czech Republic, s.r.o. (“Zadavatel”)

Poskytovatel, IQVIA a Novy hlavni

zkousSejici jsou déle oznacovani spole¢né jako
“strany” a jednotlivé jako “strana”.

Vzhledem k tomu, Ze Smluvni strany uzaviely
Smlouvu o klinickém hodnoceni dne 9.5.2017 (dale

jen

~smlouva“), nazev klinického hodnoceni:

“Randomizovand, placebem kontrolovand dvojité slepd

fdze Studie M2951 u paralelni,
kontrolované
s recidivujict
vyhodnotit

farmakokinetiku a

aktivni
pacienti
kterd md
sndsenlivost,

aktivitu “, Cislo

otevrené,
skupiny  (Tecfidera), u
roztrousenou  sklerozou,

ucinnost, bezpecnost,

biologickou

protokolu MS200527-0086, ve znéni Dodatku ¢&. 1
ze dne 16.1.2019, Dodatku ¢.2 ze dne 18. 12. 2019
a Dodatku &. 3 ze dne 24.8.2020;

AMEDMENT NO. 4 TO CONTRACT ON CLINICAL
TRIAL

concluded between

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

- I - ing an work
address at: Departtment of NeurologFakultni
nemocnice Hradec Kralové, Sokolska 581,
Hradec Kralové — Novy Hradec Kralové
postcode 500 05, Czech Republic
the (,New Proncipal Investigator*)

¢ IQVIA RDS Czech Republic, s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8, Ceska
republika, ID 24768651, Tax |ID CZ24768651,
(-IQVIA") a

e Merck KGaA, s adresou Frankfurter Str. 250,
Darmstadt, Némecko, zapsana v Obchodnim
rejstiiku B vedeném u Civilniho soudu v
Darmstadtu  pod ¢&islem HRB 6164,
zastoupena na zakladé plné moci IQVIA RDS
Czech Republic, s.r.o. (“Zadavatel”)

Sponsor, Institution, IQVIA, Original  Principal
Investigator and New Principal Investigator are
hereinafter collectively referred to as “the parties” and
individually as “the party”.

Whereas, Contracting parties of the Clinical Trial
Agreement concluded on 9.5.2017 (hereinafter called
~<Agreement”), name of the clinical trial: “A Randomized,
Double-Blind, Placebo-Controlled Phase Il Study of M2951
with a Parallel, Open-Label, Active Control Group
(Tecfidera), in Patients with Relapsing Multiple Sclerosis to
Evaluate Efficacy, Safety, Tolerability, Pharmacokinetics,
and Biological Activity protocol No. MS200527-0086, as
amended by Amendemnt No. 1 dated 16.1.2019, and
Amendment No. 2 dated 18. 12. 2019 and Amendment

No. 3 dated 24.8.2020. As
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Vzhledem k tomu, ze

(dale jen ,Pavodni hlavni zkouSejici®)
ukon&il  pracovni pomér k28. 2. 2023
u Poskytovatele, ¢&imz ztratil zpuUsobilost byt
hlavnim zkou$ejicim na zakladé této Smlouvy a
Poskytovatel tedy v souladu se Smlouvou jmenoval
nového hlavniho zkouSejiciho, Smluvni strany si
preji timto Dodatkem Smlouvu upravit tak, aby
odrazela vySe uvedenou zménu Zkousejiciho;
Smluvni strany timto Dodatkem ¢&. 4  fadné
ujednaly pfevod prav a povinnosti vyplyvajicich ze
Smlouvy, a to z Pdvodniho hlavniho zkousejiciho
na Nového hlavniho zkousejiciho.

S pfevodem prav a povinnosti dle ¢l. |. tohoto
Dodatku projevuji timto smluvni strany Smlouvy
souhlas a novy hlavni zkouSejici souhlasi
s pfevzetim prav a povinnosti plvodniho hlavniho
zkouS$ejiciho vyplyvajicich ze Smlouvy ke dni
prevodu dle €l. 1. Pavodni hlavni zkouSejici ponese
odpovédnost za vSechny své povinnosti do dne
acinnosti prevodu dle €l. I.

Obsah prav a povinnosti vyplyvajici ze Smlouvy se
timto Dodatkem neméni.
M.

Zadavatel, Poskytovatel, IQVIA a Novy hlavni

zkouSejici podpisem tohoto Dodatku projevuiji
souhlas se zménou v subjektu hlavniho
zkousejiciho, ktery se  (c€astni  klinického

hodnoceni, jez je pfedmétem Smlouvy, jakoz i
s prevodem vSech souvisejicich prav a povinnosti.

V.

Novy hlavni zkousSejici svym podpisem stvrzuje, Ze
se seznamil s obsahem Smlouvy, jakoz i s

ostatnimi podminkami Smlouvy a ze s nimi
souhlasi.

V.
5.1 Tento Dodatek nabyva platnosti dnem jeho

podpisu vS8emi smluvnimi stranami a
acginnosti dnem uverejnéni v registru smluv
v souladu se zakonem ¢&. 340/2015 Sb.,
av8ak smluvni strany si preji byt Upravou
prav a povinnosti obsaZzenou v tomto
Dodatku vazany jiz od 1. bfezna 2023

B (ccinafter referred to as the

"Original Principal Investigator") has terminated
his employment with the Institution effective 28
February 2023 and is therefore no longer eligible
to serve as Principal Investigator under the
Agreement, and the Provider has therefore
appointed a new Principal Investigator pursuant to
the Agreement, the Parties wish to amend the
Agreement by this Amendment to reflect the
aforementioned change in Principal Investigator;
hereto duly agreed on transfer of any/all rights and

obligations arising from the Agreement, from Original
Principal Investigator to New Principal Investigator.

Contracting Parties hereto express their consent with
transfer of rights and obligations pursuant to Article no.
I. hereof and the New Principal Investigator hereby
agrees with and assumes any/all rights and obligations
of the Original Principal Investigator arising from the
Agreement. Original Principal Investigator shall be
responsible and liable with regard to any/all obligations
thereof accruing till the Effective date of transfer
pursuant to Article I. hereof.

Scope and nature of rights and obligations arising from
the Agreement shall not be in any way effected by this
Amendment.

Upon execution of this Amendment, Sponsor, Institution,
IQVIA and New Principal Investigator herein
acknowledges its consent with change in person of the
Principal Investigator participating on conduct of the
Study, which is subject of the Agreement, and further to
transfer of any/all related rights and obligations.

V.

New Principal Investigator herein confirms, that upon
execution of this agreement, he/she has familiarized
himself/herself with content of the Agreement, as well as
with any/all other terms and conditions of the Agreement

and hereby approves such content, terms and
conditions.

V.
5.1. This Amendment shall become valid upon signing

by all Contracting Parties and is effective as of its
publication in the Register of Agreements in
accordance with Act No. 340/2015 Coll. but the
parties agree to be bound by the rights and
obligations arising from this Amendment from 1
March 2023
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5.2

5.3

Zmény a doplnky toho Dodatku jsou mozné
toliko dohodou v8ech smluvnich stran, a to
pisemnym dodatkem ke smlouve.

Tento Dodatek je vyhotoven ve Cctyfech
stejnopisech, pficemz kazda smluvni strana
obdrzi po jednom.

Celkova pfedpokladana hodnota Smlouvy se timto
dodatkem neméni.

5.2.

5.3.

Any/all modifications and/or amendments of this
Amendment shall be made in writing only,
otherwise they will be deemed as void.

This Amendment has been written in four
counterparts, each Contracting Party shall
obtain one of them.

The total estimated value of the Agreement does not
change with this Amendment
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NA DUKAZ SOUHLASU SE ZNIVENI'I\/I DODATKU
PRIPOJUJI SMLUVNIi STRANY SVE PODPISY.

Zadavatel/ Sponsor

Podpis/ Signature:

na zakladé piné moci: IQVIA Czech Republic,
s.r.0./ based on the power of attorney: IQVIACzech
Republic, s.r.0.

Jmeéno/ By:

Funkce/ Title:

Datum/ Date: 30.5.2023

IQVIA RDS Czech Republic s.r.o.

Podpis/ Signature:

Jméno/ By:

Funkce/ Title:

Datum/ Date: 30.5.2023

IN WITNESS OF THEIR CONSENT TO THE
WORDING HEREOF, THE CONTRACTING PARTIES
HAVE HERETO EXECUTED AND SIGNED THIS
AGREEMENT.

Poskytovatel/ Institution

Podpis/Signature:

Jméno/ By: MUDr. Ale§ Herman Ph.D.
Funkce/ Title: Feditel/ Director

Datum/ Date: 5.6.2023

Novy hlavni zkousejici/ New Principal Investigator

Podpis/ Signature:

Jméno/ Name: [

Funkce/ Title: Novy hlavni zkou$ejici/ New Principal
Investigator

Datum/ Date: 5.6.2023
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