AMENDMENT No. 4 TO CLINICAL TRIAL

AGREEMENT
This Amendment to Clinical Trial Agreement
(“Amendment”) is between
F.Hoffmann - La Roche LTD, Bidg. 74,
Grenzacherstrasse 124, Basel 4070, Switzerland

(Hereinafter referred to as the ‘Sponsor’)
represented by

IQVIA RDS Slovakia, s.r.o. (“CRO”), having a place
of business at Vajnorska 100/B, 83104 Bratislava,
Slovak Republic, Organisation No: 45942269, Filed in
the Companies register of the District Court Bratislava
I, section: Sro, File no: 69023/B represented by: Aurelia
Mojzesova, holder of procuration (“IQVIA”),

a

Fakultna nemocnica s poliklinikou, F. D. Roosevelta
Banska Bystrica, Nam. L. Svobodu 1, 975 17 Banska
Bystrica, Slovak Republic, Organisation Identification
No.: 165549, Tax ldentification No.: 202 109 56 70
(Hereinafter referred to as the ‘Medical
Facility/Institution’) represented by Ing. Miriam
Lapunikovou, MBA - the general managing director
and Ing. Ivanou Sklenkovou, the financial director,

and enters into a force as of the date last signed below
and becomes effective on the following day of the
Amendment’s publication day in the Central Register of
Contracts of the Slovak Republic.

WITNESSETH:

WHEREAS, IQVIA, Sponsor and the Institution are
parties to an agreement entitled Clinical Trial
Agreement for Protocol “Phase Il, multicenter,
randomized, parallel-group, partially blinded,
placebo and Avonex controlled dose finding study
to evaluate the efficacy, as measured by brain MRI
lesions, and safety of 2dose regimens of
ocrelizumab in patients with relapsing-remitting
multiple sclerosis, Protocol number: WA21493, ”
effective as of 18.08.2008 as later amended (the
“‘Agreement”), and the parties desire to amend such
Agreement;

WHEREAS, the Budget shall be amended due to
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DODATOK ZMLUVY é&. 4 O KLINICKOM SKUSANI

Tento dodatok zmluvy o klinickom skuSani (dalej
,<dodatok®) sa uzatvara medzi
F.Hoffmann - La Roche LTD, Bldg. 74,

Grenzacherstrasse 124, Basel 4070, Svajsiarsko (dalej
iba “zadavatel”)

zastupeny

IQVIA RDS Slovakia, s.r.o. (dalej ,CRO"), so sidlom na
adrese Vajnorska 100/B, 83104 Bratislava, Slovenska
republika, ICO: 45942269, Zapisana v Obchodnom
registri Okresného sudu Bratislava |., oddiel: Sro, vl.&:
69023/B, v zastlpeni: MUDr. Aurélia MojzeSova,
prokurista IQVIA®),

a

Fakultnd nemocnica s poliklinikou F. D. Roosevelta
Banska Bystrica, Namestie L. Svobodu 1, 975 17
Banska Bystrica, Slovenska republika, Identifikatné &islo
organizacie: 165549, Danové identifikacné Cislo: 202 109
56 70, (dalej iba “zdravotnicke zariadenie”), zastiupena :
Ing. Miriam Lapunikovou, MBA, generalnou riaditelkou a
Ing. Ivanou Sklenkovou, ekonomickou riaditelkou,

a nadobuda platnost dfiom podpisania poslednou
zmluvnou stranou nizSie, a UCinnost' diiom nasledujucim
po dni zverejnenia dodatku v Centralnom registry zmlav
SR.

UVODNE VYHLASENIA:

Spolo¢nost’ IQVIA, zadavatel a zdravotnicke zariadenie
sU zmluvnymi stranami zmluvy s nazvom Zmluva o
klinickom skuSani pre protokol Faza Il, multicentricka,
randomizovana, ciastocne zaslepena Sstudia v
paraleinych skupinach, kontrolovana placebom a
Avonex® -om, na zistenie davkovania a na
vyhodnotenie  Gcinnosti a  bezpe€nosti 2
davkovacich rezimov ocrelizumabu u pacientov
trpiacich relaps-remitujicou skler6zou multiplex,
pomocou merania mozgovych MRI lézii, cislo
protokolu: WA21493, d’alej iba “klinické skusanie”.,
ktord nadobudla uc&innost dnfa 18.08.2008 v zneni
neskor8ich dodatkov (dalej ,zmluva®), a zmluvné strany
si zelaju zmenit a doplnit tato zmluvu.

RozpoCet sa ma zmenit podfa dodatku k protokolu,
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Protocol Amendment version WA21493 | (v9) dated
15/08/2018.

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. Budget

The Overall Study is expected to continue until 31% of
December 2020 and may be extended by Sponsor by
written notice to Site.

The Budget shall be extended until visit 58 due to
Protocol Amendment version 9 dated 15/08/2018.
The amended Budget is hereby attached.

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

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

WA21493 | (v9) zo dia 15/08/2018.

S ohfadom na vzajomné dohody a zavéazky uvedené v
tomto dokumente a riadne a primerané protiplnenie,
ktorého prevzatie a dostato€nost sa tymto potvrdzuje,
sa zmluvné strany tymto dohodli na zmene a doplneni
zmluvy takto:

1. Rozpocet

Predpoklada sa, Ze celé Klinické skuSanie bude
pokraCovat do 31 december 2020 a zadavatel ho moze
predizit na  zaklade pisomného  oznamenia
adresovaného pracovisku skuSania.

Rozpocet sa predizuje do 58. navstevy podla dodatku k
protokolu, verzia 9 zo dria 15/08/2018.
Zmeneny a doplneny rozpocet je prilozeny

VSetky podmienky zmluvy, ktoré sa vyslovne nezmenili
ani nedoplnili tymto dodatkom, zostavaju plne platné a
ucinné.

NA ZNAK SUHLASU S VYSSIE UVEDENYM zmluvné
strany uzatvaraju tento dodatok prostrednictvom
podpisov svojich riadne opravnenych zastupcov ku
driu(-om) uvedenému(-ym) nizSie.

ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia, s.r.o.: /
POTVRDENE A ODSUHLASENE IQVIA RDS Slovakia, s.r.o.

By / Podpisany:

Name / Meno:

Title / Funkcia:

Date / Datum:

ACKNOWLEDGED AND AGREED BY SPONSOR (IQVIA executing on Sponsor’s behalf) /
POTVRDENE A ODSUHLASENE ZADAVATELOM (podpisané spolo¢nostou IQVIA v mene zadavatela)

By / Podpisany:

Name / Meno:

Title / Funkcia:

Date / Datum:

CTA Amendment —Slovakia — 28.2.2019 - PI Vladimir Donath

F.Hoffmann — La Roche LTD [protocol: WA21493,
Translated from English to Slovak by Multitrans on 28.2.2019

CONFIDENTIAL

Version: 29/Aug/2014 Page 2 of 4

ZHA33821_SVK_en_Roche_WA21493_ex-US_AP_Amendment_Prot v |_study extension_gICSfinal_2018.11.15_CV_Translated on 28-Feb-2019-1



ACKNOWLEDGED AND AGREED BY Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica
/
POTVRDENE A ODSUHLASENE Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica:

By / Podpisany:

Name / Meno:

Title / Funkcia:

Date / Datum:

By / Podpisany:

Name / Meno:

Title / Funkcia:

Date / Datum:
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BUDGET

ROZPOCET

Visit Amount
Va7 78.20 €
Va8 123.60 €
V49 78.20 €
V50 123.60 €
V51 78.20 €
V52 123.60 €
V53 78.20 €
V54 123.60 €
V55 78.20 €
V56 123.60 €
V57 78.20 €
V58 123.60 €
Total 1,210.80 €
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Navsteva Suma
Va7 7820 €
V48 123.60 €
V49 7820 €
V50 123.60 €
V51 7820 €
V52 123.60 €
V53 7820 €
V54 123.60 €
V55 7820 €
V56 123.60 €
V57 7820 €
V58 123.60 €
Total 1,210.80 €
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