Amendment No. 1 to
Contract on Clinical Trial

This Amendment to Contract on Clinical Trial

(“Amendment No. 17) is between:

F. HOFFMANN-LA ROCHE LTD, having a place
of business at Grenzacherstrasse 124, 4070 Basel,

Switzerland (‘Sponsor’),
represented upon power of attorney given to:

IQVIA RDS Czech Republic s.r.o (formerly Quintiles
Czech Republic, s.r.0) having a place of business at
Pernerova 691/42, 186 00 Praha 8 — Karlin, Czech

Republic
and

IQVIA RDS Czech Republic s.r.o. (formerly
Quintiles Czech Republic, s.r.0), having a place of
business at Pernerova 691/42, 186 00 Praha 8 — Karlin,

Czech Republic
(‘Contractual research organization’),

and

Masarykiv onkologicky ustav
Zluty kopec 7, Brno, PSC 656 53
IC: 00209805, DIC: CZ00209805
Bank account: Ceskd narodni
87535621/0710

banka, ¢.

represented by prof. MUDr. Marek Svoboda, Ph.D.,

Director (,,Institution*)

and

(,,Principal Investigator)

and is effective as of its publication in Register of

Agreements (“Effective date”)
WITNESSETH:

WHEREAS, Contractual

Contract on Clinical Trial for

F. Hoffmann-La Roche Ltd., Protocol No./ &. protokolu: BO25126

u.

research
organization, Sponsor, Principal Investigator and
Institution are parties to an agreement entitled
Protocol “A4
randomized multicenter, double-blind, placebo-
controlled comparison of chemotherapy plus

Dodatek ¢. 1 ke Smlouvé
o klinickém hodnoceni humanniho lé¢iva

Tento Dodatek ke Smlouvé o klinickém hodnoceni
humanniho 1é¢iva (,,Dodatek €. 1°) je uzavien mezi:

F. HOFFMANN-LA ROCHE LTD,
Grenzacherstrasse 124, 4070 Basile;j,
(,,Zadavatel*),

zastoupenou na zaklad¢ plné moci:

IQVIA RDS Czech Republic s.r.o (diive Quintiles
Czech Republic, s.r.0), se sidlem Pernerova 691/42, 186
00 Praha 8 — Karlin, Ceska republika

se sidlem
Svycarsko

a

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

Pernerova 691/42, 186 00 Praha 8 — Karlin, Ceska
republika (,,Smluvni vyzkumna organizace®),

a

Masarykuv onkologicky ustav
Zluty kopec 7, Brno, PSC 656 53

IC: 00209805, DIC: CZ00209805
bankovni spojeni: Ceskd narodni
87535621/0710

zastoupeny prof. MUDr. Markem Svobodou, Ph.D.
feditelem (,,Zdravotnické zarizeni®)

banka, ¢. 1.

a

(,,Hlavni zkouSejici*)

a to sucinnosti od data uvefejnéni v registru smluv
(,,Datum ucinnosti*)

TIMTO SE POTVRZUJE:

VZHLEDEM K TOMU, Ze Smluvni vyzkumna
organizace, Zadavatel, Hlavni zkousejici a
Zdravotnické zafizeni jsou smluvnimi stranami
Smlouvy o klinickém hodnoceni pro protokol
,,Randomizovana, multicentricka, dvojite
zaslepena,  placebem  kontrolovanda  studie
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trastuzumab plus placebo versus chemotherapy
plus trastuzumab plus pertuzumab as adjuvant
therapy in patients with operable HER2-positive

primary breast cancer”, effective as of 21 June
2012 (the ‘Contract’), Protocol number BO25126,
and the parties desire to amend such Contract;

WHEREAS, the Payment schedule of the
Contract shall be amended in order to extend the
Study and as a consequence to add subsequent
Visits.

WHEREAS, the Paragraph XIII, Section
Payment schedule of the Contract shall be
updated;

NOW THEREFORE, the parties hereby
agree to amend the Contract as follows:

1. X111. Financial Aspects

I.  Section 2) ,Payment schedule*, Payment
table of the Agreement is delated in its
entirety and replaced as follows:

F. Hoffmann-La Roche Ltd., Protocol No./ &. protokolu: BO25126
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porovnavajici chemoterapii s trastuzumabem a
placebem oproti chemoterapii s trastuzumabem a
pertuzumabem jako podpiirnou lécbu u pacientii s
operabilnim HER2-pozitivnim primdrnim
karcinomem prsu”, ktera nabyla u¢innosti dne 21.
¢ervna 2012 (,,Smlouva®), ¢islo protokolu BO25126,
a smluvni strany si pfeji zménit tuto Smlouvu;

VZHLEDEM K TOMU, Ze Platebni schéma
Smlouvy bude aktualizovano v dusledku rozsifeni
studie a pridani novych navstév;

VZHLEDEM K TOMU, ze odstavec XIlI,
oddil Platebni schéma Smlouvy bude aktualizovan;

NYNi, Z TOHOTO DﬁVODU, se smluvni
strany timto dohodly na zméné Smlouvy takto:

1. XIII. Finanéni vyrovnani

I. Oddil 2),Platebni schéma“, rozpocétova
tabulka Smlouvy se rusi vcelém svém
rozsahu a nahrazuje se nasledujicim
znénim:
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The Contracting Parties have agreed that
the Contractual Research Organization will
reimburse the Institution for visits, examinations
and other services from the conclusion of the
Contract to the conclusion of this Amendment
No. 1, in accordance with the table above. The
price for these visits, examinations and other
services is valid in the next payment period after
the conclusion of this Amendment No. 1.

All terms and conditions of the Contract
not expressly amended by this Amendment No. 1
remain in full force and effect.

F. Hoffmann-La Roche Ltd., Protocol No./ &. protokolu: BO25126

Smluvni strany se dohodly, ze Smluvni
vyzkumna organizace uhradi Zdravotnickému
zafizeni navstévy, vySetieni a dal$i sluzby
provedené od uzavieni Smlouvy do uzavieni tohoto
Dodatku ¢. 1, a to v cenach dle tabulky vyse. Cena
za tyto navstévy, vysetieni a dalsi sluzby je splatna
v nejbliz§im platebnim obdobi nasledujicim po
uzavieni tohoto Dodatku ¢. 1.

Vsechna ustanoveni a podminky Smlouvy,
které nejsou vyslovné zménény timto Dodatkem €.
1, zGstavaji plné platné a Gcinné.

Amendment No. 1 to Contract on Clinical Trial / Dodatek ¢. 1 ke Smlouvé o klinickém hodnoceni

MOU

Version 1/ Verze 1, 7.3.2019, 020622



IN WITNESS WHEREOF, this
Amendment No. 1 has been executed by the
parties hereto through their duly authorized
officers on the date(s) set forth below.

F. HOFFMANN-LA ROCHE LTD.
represented by IQVIA RDS Czech Republic
s.r.o.GmbH

Name:

Position: Director, Clinical Operations

Signature:

Date: 12.9.2022

IQVIA RDS Czech Republic s.r.o.

Name:

Position: Director, Clinical Operations

Signature:

Date: 12.9.2022

Investigator

Name: || Gz

éignature:

Date: 16.9.2022

Masarykiiv onkologicky ustav

Name: prof. MUDr. Marek Svoboda, Ph.D.,
Position:Director

Signature:

Date: 19.9.2022

F. Hoffmann-La Roche Ltd., Protocol No./ &. protokolu: BO25126

NA DUKAZ TOHO smluvni strany
uzaviely tento Dodatek €. 1 prostfednictvim svych
fadn¢ opravnénych vedoucich pracovnikli v nize
uvedeny den.

F. HOFFMANN-LA ROCHE LTD.
zastoupena IQVIA RDS Czech Republic s.r.o.

Jméno:
Funkce: Director, Clinical Operations
Podpis:

Datum: 12.9.2022

IQVIA RDS Czech Republic s.r.o.
Jméno:

Funkce: Director, Clinical Operations
Podpis:

Datum: 12.9. 2022

ZKkousSejici

Jméno: [N

Podpis:

Datum: 16. 9. 2022

Masarykuv onkologicky ustav

Jméno: prof. MUDr. Marek Svoboda, Ph.D.
Funkce:Reditel

Podpis:

Datum 19.9. 2022
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halouzka
Text napsaný psacím strojem
Director, Clinical Operations

halouzka
Text napsaný psacím strojem
Director, Clinical Operations

halouzka
Text napsaný psacím strojem
12. 9. 2022

halouzka
Text napsaný psacím strojem
12. 9. 2022

halouzka
Text napsaný psacím strojem
Director, Clinical Operations

halouzka
Text napsaný psacím strojem
Director, Clinical Operations

halouzka
Text napsaný psacím strojem
12. 9. 2022

halouzka
Text napsaný psacím strojem
 12. 9. 2022

halouzka
Text napsaný psacím strojem
16. 9. 2022

halouzka
Text napsaný psacím strojem
16. 9. 2022

halouzka
Text napsaný psacím strojem
19. 9. 2022

halouzka
Text napsaný psacím strojem
19. 9. 2022




