AMENDMENT NO. 3TO CLINICAL TRIAL
AGREEMENT AND AGREEMENT ON
ASSUMPTION OF RIGHTS AND
OBLIGATIONS
concluded between

DODATEK C. 3 KE SMLOUVE O KLINICKEM
HODNOCENI A DOHODA O PREVZETI PRAV
A POVINNOSTI
uzavieny mezi

F. Hoffmann-La Roche Ltd, having a place of
business at Grenzacherstrasse 124, 4070 Basel,
Switzerland

(Hereinafter referred to as the ‘Sponsor’)

and

F. Hoffmann-La Roche Ltd, se sidlem
Grenzacherstrasse 124, 4070 Basilej,
Svycarsko

(dale jen ,,Zadavatel*)

a

Contractual research organization

IQVIA RDS Czech Republic s.r.o.
Pernerova 691/42, Karlin, 186 00 Praha 8
Czech Republic

Identification number: 247 68 651

Tax ldentification number: CZ247 68 651

(Hereinafter referred to as the ‘Contractual research
organization’)
and

Smluvni vyzkumna organizace

IQVIA RDS Czech Republic s.r.o.
Pernerova 691/42, Karlin, 186 00 Praha 8
Ceska republika

IC: 247 68 651

DIC: CZ247 68 651

(dale jen ,,Smluvni vyzkumna organizace®)
a

Vojenska nemocnice Brno, p.o., having a place
of business at Zabrdovicka 3, 636 00 Brno, Czech
Republic, Identification number: 60555530, Tax
identification number: CZ60555530, represented
plk. MUDr. Martin Stracar, Director

(“Medical Facility’”)

Vojenskd nemocnice Brno, p.0., se sidlem
Zabrdovicka 3, 636 00 Brno, Ceska republika,
Identifikac¢ni ¢islo: 60555530, Danové
identifikaéni ¢islo: CZ60555530, zastoupena plk.
MUDr. Martinem Strac¢arem, feditelem
(,,Zdravotnické zarizeni‘)

(“Investigator”)

(,,Zkousejici*)

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

Zadavatel, Smluvni  vyzkumnd  organizace,
Zdravotnické zatizeni a ZkouSejici jsou dale
oznacovani spole¢n¢ jako “Strany” a jednotlivé jako
“Strana”.

WHEREAS, Sponsor, Contractual research

organization, Medical Facility and || |Gz

concluded a clinical trial agreement with the effective
date of 19.6.2015, as amended by the following
Amendments (“Agreement”), with the Protocol title:
“AN  OPEN-LABEL EXTENSION AND SAFETY
MONITORING STUDY OF MODERATE TO SEVERE
ULCERATIVE COLITIS PATIENTS PREVIOUSLY
ENROLLED IN ETROLIZUMAB PHASE Il STUDIES”,
pursuant to Protocol No. GA28951 (“Study”),

VZHLEDEM K TOMU, ZE Zadavatel, Smluvni

Vi' zkumna orﬁanizace, Zdravotnické zafizeni a

uzaviely sUc¢innosti ke dni 19. 6. 2015 smlouvu o
klinickém hodnoceni, ve znéni pozdé¢jSich dodatki
(,,.Smlouva‘) s nazvem protokolu:

., NEZASLEPENE POKRACOVACI KLINICKE
HODNOCENI SE SLEDOVANIM BEZPECNOSTI U
PACIENTU S MIRNOU AZ TEZKOU ULCEROZNI
KOLITIDOU, KTERI SE V MINULOSTI UCASTNILI
KLINICKYCH HODNOCENI ETROLIZUMABU III.
FAZE*, dle protokolu ¢. GA28951 (,,Studie*),




WHEREAS, the Study was conducting under the
direction of the Principal Investigato_

VZHLEDEM K TOMU, ZE Studie byla

Vikonéwéna ﬁOd dohledem Hlavniho zkousejiciho

WHEREAS, the Principal Investigator is presently
unavailable due to illness and effectively resigned his
role as an Principal Investigator as of 31 October 2019

VZHLEDEM K TOMU, ZE Hlavni zkousejici, jiz
neni Vv soucasné dob¢ z diivodu nemoci a rezignace na
svoji funkci schopen vykonavat cinnost Hlavniho
Zkousejiciho a u¢innosti od 31. fijna 2019

WHEREAS, the Investigator, ||  |GczNzNNzN

, is willing and able to conduct the role of Principal
Investigator in the Study,

VZHLEDEM K TOMU, ZE Zkousejici,

, je ochoten a schopen vykonavat funkci Hlavniho
zkousejiciho ve Studii,

WHEREAS,  Sponsor,  Contractual  research
organization and Medical Facility are interested in
conducting the Study in location where Study was
conducted,

VZHLEDEM K TOMU, ZE Zadavatel, Smluvni
vyzkumna organizace a Zdravotnické zafizeni maji
zéjem na pokraCovani ve Studii v plivodnim misté
provadéni klinického hodnoceni,

NOW THEREFORE, the following among parties is
agreed:

NYNIi S OHLEDEM NA SHORA UVEDENE, bylo
dohodnuto nasledujici:

Parties hereto duly agreed on assumption of any/all

rights and obligations arising from the Agreement,
from ﬁ

to Investigator, as from 31 October 2019 (“Effective
Date”)

Strany si timto fadné ujednaly prevzeti prav a

iovinnosti Viil}'fvajicich ze Smlouvy, ato z

na Zkousejiciho, a to od 31. fijna 2019 (“Den
ucinnosti”)

Investigator hereby agrees with and assumes any/all
rights and obligations of the

arising from the Agreement, from the Effective Date.
Rights and obligations arising from the Agreement till
Effective Date shall remain unaffected.

Zkousejici souhlasi s pfevzetim prav a povinnosti,
které

vyplyvaji ze Smlouvy, a to ode Dne u¢innosti. Prava a
povinnosti vyplyvajici ze Smlouvy pfede Dnem
ucinnosti zlstdvaji nedotcena.

The content of rights and obligations arising from/
related to the Agreement shall remain unaffected by the
assumption of any/all rights and obligations arising
from the Agreement.

Obsah prav a povinnosti vyplyvajici ze Smlouvy nebo
S ni souvisejici se timto pfevzetim prav a povinnosti
vyplyvajicich ze Smlouvy neméni.

Instead of the Principal Investigator || Gl

is for the ﬁurﬁose of the Agreement newly appointed

Hlavnim Zkousejicim se pro t¢ely Smlouvy noveé
rozumi

namisto Hlavniho Zkousejiciho _

Upon execution of this parties herein acknowledge their
consent to the change in a person of the Principal
Investigator participating in the conduct of the Study,
and further to transfer of any/all related rights and

obligations and accept to assume the obligations of the

Strany uzavienim tohoto Dodatku projevuji souhlas se
zménou v subjektu Hlavniho ZkouSejiciho, ktery se
ucastni klinického hodnoceni, jakoz i s pfevodem
vSech souvisejicich prav a povinnosti, a souhlasi s




new Principal Investigator from the date 31 October
20109.

prevzetim zavazkl nového Hlavniho zkousejicim ode
dne 31. fijna 2019

Parties hereby acknowledge that this Amendment will be
published in the Contract Register pursuant to Act no.
340/2015 Sh., on Contract Register.

Strany timto berou na védomi, Ze tento Dodatek bude
zvefejnén v registru smluv v souladu se zakonem
¢. 340/2015, o registru smluv.

This Amendment is drawn up in English and in Czech
language versions. In case of any dispute Czech
language version shall prevail.

Tento Dodatek je vyhotoven v anglickém a Ceském
jazykovém znéni. V ptipade jakéhokoli rozporu bude
rozhodujici Ceska jazykova verze.

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

Vsechny podminky Smlouvy, které nejsou vyslovné
zménény timto Dodatkem, zdstavaji v plném rozsahu
platné a ucinné.

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

NA DUKAZ TOHO byl tento Dodatek uzavien
smluvnimi stranami prostfednictvim jejich fadné
opravnénych zastupci k datu uvedenému (datim
uvedenym) nize.




ACKNOWLEDGED AND AGREED BY
IQVIA RDS Czech Republic, s.r.o.,

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS OPRAVNENY ZASTUPCE IQVIA
RDS Czech Republic, s.r.o.,

By: Jméno:
Title: Funkce:
Signature: Podpis:
Date: Datum:

Signed by IQVIA RDS Czech Republic, s.r.o.,
under a Power of Attorney, in the name of F.
Hoffmann-La Roche Ltd.

Podepsano IQVIA RDS Czech Republic, s.r.o.,
na zéakladé Plné moci, jménem F. Hoffmann-La
Roche Ltd.

By: Jméno:

Title: Funkce:

Signature: Podpis:

Date: Datum:
ACKNOWLEDGED AND AGREED BY |NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
Vojenska nemocnice Brno, p.o. PODPIS OPRAVNENY ZASTUPCE

Vojenska nemocnice Brno, p.o.

By Jméno:

Title: Funkce:

Signature: Podpis:

Datum:

Date:
ACKNOWLEDGED AND AGREED BY NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
] pooris I

Name: Jméno:

Signature: Podpis:

Date: Datum:







