Dodatek ¢. 5 ke Smlouvé o klinickém
hodnoceni

uzaviena mezi

F. Hoffmannn-La Roche Ltd.

Grenzacherstrasse 124

CH-4070 Basel, §v§/carsk0
déle jen ,,zadavatel*

zastoupeny na zaklad¢ plné moci:

IQVIA Czech Republic, s.r.o.

(dtive Quintiles Czech Republic, s.r.0)

se sidlem Pernerova 691/42, Karlin, 186 00
Praha 8,

Cesk4 republika

ICO: 247 68 651

DIC: CZ247 68 651

zastoupend Ing. Evou Falbrovou, jednatelkou

a

Smluvni vyzkumna organizace

IQVIA Czech Republic, s.r.o.

(dfive Quintiles Czech Republic, s.r.0)

se sidlem Pernerova 691/42, Karlin, 186 00
Praha 8,

Ceska4 republika

ICO: 247 68 651

DIC: CZ247 68 651

zastoupend Ing. Evou Falbrovou, jednatelkou
déle jen ,,smluvni vyzkumna organizace*

a

Fakultni nemocnice Hradec Kralové
Sokolskd 581, 500 05 Hradec Krélové — Novy
Hradec Kralové

Ceska4 republika

IC: 00179906, DIC: CZ00179906

Zastoupend MUDr. AleSsem Hermanem, Ph.D.,
reditelem

déle jen ,,Poskytovatel”

a

AMEDMENT NO. S TO CONTRACT ON
CLINICAL TRIAL

concluded between

F. Hoffmannn-La Roche Ltd.

Grenzacherstrasse 124

CH-4070 Basel, §vycarsko
hereinafter referred to as the “Sponsor”

represented upon power of attorney given to:
IQVIA Czech Republic, s.r.o.

(Formerly Quintiles Czech Republic, s.r.o)

located in Pernerova 691/42, Karlin, 186 00 Praha
Czech Republic

Identification number: 247 68 651

Tax identification number: CZ247 68 651
represented by Ing. Eva Falbrovd, Managing
Director

and

Contractual research organization

IQVIA Czech Republic, s.r.o.

(Formerly Quintiles Czech Republic, s.r.o)

located in Pernerova 691/42, Karlin, 186 00 Praha
Czech Republic

Identification number: 247 68 651

Tax identification number: CZ247 68 651
represented by Ing. Eva Falbrovd, Managing
Director

hereinafter referred to as the ‘“Contractual
research organization”

and

Fakultni nemocnice Hradec Kralové

Sokolskd 581, 500 05 Hradec Krilové — Novy
Hradec Kralové

Czech Republic

ID  number: 00179906, VAT  number:
CZ00179906, represented by MUDr. AleS Herman
Ph.D., Director

hereinafter referred to as the , Institution®

and
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Adresa zaméstndni: Neurologickd klinika
Fakultni nemocnice Hradec Kralové, 500 05
Hradec Kralové — Novy Hradec Kralové, Ceska
republika

déle jen ,,Novy hlavni zkouSejici*

Zadavatel, Smluvni vyzkumnd organizace,
Poskytovatel, Novy hlavni zkousSejici jsou déle
oznacovani spole¢né jako “strany” a jednotlivé
jako “strana”.

I

Vzhledem k tomu, Ze Smluvni strany uzaviely
Smlouvu o klinickém hodnoceni dne 1. 9. 2011

(ddle jen ,Smlouva*), ndzev klinického
hodnocent: “Randomizovand, dvojité
zaslepend, dvojité maskovand studie s

paralelnimi  skupinami hodnotici ucinnost a
bezpecnost Ocrelizumabu v porovndni s
Interferonem Beta-la (Rebif®) u pacientii s
relabujici  roztrousenou  sklerozou*, Ccislo
protokolu WA21092 B, ve znéni Smlouvy o
pfevodu prav a povinnosti ze dne 23. kvétna
2013, Dodatku ¢. 1 ze dne 27. srpna 2013,
Dodatku ¢.2 ze dne 5. z4fi 2019 a Dodatku €. 3
ze dne 17. ¢ervna 2021 a Dodatku €. 4 ze dne
13. srpna 2021;

Vzhledem k tomu, Ze [ N R
I dilc jen ,Pavodni hlavni

zkousejici*) ukoncil pracovni pomér k 28. 2.
2023 u Poskytovatele, ¢imZ ztratil zptsobilost
byt hlavnim zkouSejicim na zdklad¢ této
Smlouvy a Poskytovatel tedy v souladu se
Smlouvou  jmenoval nového  hlavniho
zkouSejictho, Smluvni strany si pfeji timto
Dodatkem Smlouvu upravit tak, aby odrazela
vyse uvedenou zménu Zkousejiciho;

Smluvni strany timto Dodatkem ¢. 5 fadné
ujednaly pievod prav a povinnosti vyplyvajicich
ze Smlouvy, a to zPivodniho hlavniho
zkousSejiciho na Nového hlavniho zkousSejiciho,
S

Employment address: Neurologickd klinika
Fakultni nemocnice Hradec Kralové, 500 05
Hradec Krialové — Novy Hradec Kralové, Czech
Republic

the ,,New Principal Investigator*

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

L.

Whereas, contracting parties of the Clinical Trial
Research Agreement concluded on 1. 9. 2011
(hereinafter called ,,Agreement*), name of the
clinical trial: “A Randomized, Double-Blind (With
Respect To Ocrelizumab Dose) And Rater-Blind
(Versus Comparator), Parallel-Group Study To
Evaluate The Efficacy And Safety Of Two Doses Of
Ocrelizumab In Comparison To Interferon Beta-1a
(Rebif®) In Patients With Relapsing Multiple
Sclerosis”, protocol No. WA21092 B, as amended
by Agreement on transfers of rights and obligations
dated 23 May 2013 and Amendemnt No. 1 dated 27
August 2013 and Amendment No. 2 dated 04
September 2019 and Amendment No. 3 dated 17
June 2021 and Amendment No. 4 dated 13 August
2021,

As I
(hereinafter 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
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II.

S pfevodem prav a povinnosti dle ¢l. I. tohoto
Dodatku projevuji timto smluvni strany
Smlouvy souhlas a novy hlavni zkouSejici
souhlasi s pfevzetim prdv a povinnosti
pivodniho hlavniho zkousSejiciho vyplyvajicich
ze Smlouvy ke dni pfevodu dle ¢l. I. Pavodni
hlavni zkouSejici ponese odpovédnost za
vSechny své povinnosti do dne ucCinnosti
pievodu dle ¢l. 1.

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

I11.

Zadavatel, Smluvni vyzkumnd organizace,
Poskytovatel, a Novy hlavni zkouSejici
podpisem tohoto Dodatku projevuji souhlas se
zménou v subjektu hlavniho zkouSejiciho, ktery
se ucastni klinického hodnoceni, jez je
pfedmétem Smlouvy, jakoZ i s ptevodem vSech
souvisejicich prav a povinnosti.

IV.

Novy hlavni zkouSejici svym podpisem
stvrzuje, Ze se sezndmil s obsahem Smlouvy,
jakoz 1 s ostatnimi podminkami Smlouvy a Ze s
nimi souhlasi.

II.

Contracting Parties hereto express their consent with
transfer of rights and obligations pursuant to Article
no. L. 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.

II1.

Upon execution of this Amendment, Sponsor,
Contractual Research Organisation, Institution, 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.

IV.

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. V.

5.1  Tento Dodatek nabyva platnosti dnem 5.1. This Amendment shall become valid upon
jeho podpisu vSemi smluvnimi stranami signing by all Contracting Parties and is
a ucinnosti dnem uvefejnéni v registru effective as of its publication in the Register
smluv v souladu se zdkonem ¢. 340/2015 of Agreements in accordance with Act No.
Sb. av§ak smluvni strany si pfeji byt Gpravou 340/2015 Coll. but the parties agree to be bound
prav a povinnosti obsaZzenou v tomto by the rights and obligations arising from this
Dodatku vazany jiz od 1. bfezna 2023 Amendment from 1 March 2023
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5.2  Zmény a dopliiky toho Dodatku jsou
mozné toliko dohodou vSech smluvnich
stran, a to pisemnym dodatkem ke
smlouve.

5.3  Tento Dodatek je vyhotoven ve Ctyfech
stejnopisech, pfiCemz kazdd smluvni
strana obdrzi po jednom.

Celkova predpoklddand hodnota Smlouvy se
timto dodatkem neméni.

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

5.3. 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 znénim Dodatku
pfipojuji smluvni strany své podpisy.

Zadavatel/ Sponsor

Podpis/ Signature:

na zdklad¢ plné moci: IQVIA Czech Republic, s.r.o./
based on the power of attorney: IQVIACzech Republic,
S.I.0.

Jméno/ By:

Funkce/ Title:
30.5.2023
Datum/ Date:

Smluvni vyzkumna organizace/ Contractual
research organization

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
5.6.2023
Datum/ Date:

Novy hlavni zkousSejici/ New Principal
Investigator

Podpis/ Signature:
Podpis/ Signature:
Jméno/ By: Jméno/ Name: | N RS
Funkce/ Title: Funkce/ Title: Novy hlavni zkouSejici/ New
30.5.2023 Principal Investigator
Datum/ Date:
Datum/ Date: 5.6.2023
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