Amendment No. 4 to
Contract on Clinical Trial

This Amendment to Contract on Clinical Trial
(“Amendment No. 47) is between:

ABBVIE DEUTSCHLAND GMBH & CO.KG,
having a place of business at Max-Planck-Ring 2a,
65205 Wiesbaden, represented by AbbVie s.r.o.,
Hadovka Office Park, Evropskd 2591/33d, 160 00
Praha 6, Czech Republic (Hereinafter referred to as the
‘Sponsor’)

and

F. HOFFMANN-LA ROCHE LTD, having a place
of business at Grenzacherstrasse 124, 4070 Basel,
Switzerland (Hereinafter referred to as the ‘Roche’),
represented upon power of attorney given to:

IQVIA RDS Czech Republic s.r.0., Pernerova 691/42,
186 00 Prague 8, Karlin, Czech Republic,
Identification number: 247 68 651, Tax Identification
number: CZ247 68 651

and

IQVIA RDS Czech Republic s.r.0., having a place of
business at Pernerova 691/42, 186 00 Prague 8, Karlin,
Czech Republic, Identification number: 247 68 651,
Tax Identification number: CZ247 68 651 (Hereinafter
referred to as the ‘Contractual research
organization or ‘IQVIA”),

and

Fakultni nemocunice Olomouc,

LP. Pavlova 185/6, 779 00 Olomouc, Czech Republic,
Identification No: 000 98 892,

VAT No.: CZ00098892,

represented by prof. MUDr. Roman Havlik, PhD.,
director

(Hereinafter referred to as the “Medical facility”),

and is effective as of its publication in the Register of
Agreements, but the parties agree to be bound by the
rights and obligations arising from this Amendment as
modified in Article | paragraph 1. and II. and IIL
below.

WITNESSETH:

WHEREAS, Contractual research
organization, Medical Facility, Sponsor, Roche and
Institution are parties to an agreement entitled
Contract on Clinical Trial for Protocol “4 Multicenter,
Phase [III, Open-Label, Randomized Study In

Dodatek é. 4 ke Smlouvé
o klinickém hodnoceni

Tento Dodatek ke Smlouvé o klinickém hodnoceni
(,,Dodatek ¢. 4°) je uzavien mezi:

ABBVIE DEUTSCHLAND GMBH & CO.KG, se
sidlem Max-Planck-Ring 2a, 65205 Wiesbaden,
zastoupenou AbbVie s.r.o., Metronom Business Center,
Bucharova 2817/13, Stodillky, 158 00 Praha 5, Ceska
republika (déle jen ,,Zadavatel”)

a

F. HOFFMANN-LA ROCHE LTD, se sidlem
Grenzacherstrasse 124, 4070 Basilej, Svycarsko (dale
jen , Roche®),

zastoupenou na zakladé plné moci:

IQVIA RDS Czech Republic s.r.o., Pernerova 691/42,
PSC 186 00, Praha 8, Karlin, Ceska republika, ICO: 247
68 651, DIC: CZ247 68 651

a

IQVIA RDS Czech Republic s.r.0., se sidlem
Pernerova 691/42, PSC 186 00, Praha 8, Karlin, Ceska
republika, IC: 247 68 651, DIC: CZ247 68 651 (dale jen
»Smluvni vyzkumna organizace’ nebo ,,JQVIA®),

a

Fakultni nemocnici Olomouc,

L.P. Pavlova 185/6, 779 00 Olomouc, Ceska republika,
IC: 000 98 892,

DIC: CZ00098892,

zastoupend prof. MUDr. Romanem Havlikem, PhD.,
feditelem

(déle jen ,,Zdravotnické zatizeni*),

a to s Géinnosti od data zvefejnéni v registru smluv,
aviak smluvni strany si pieji byt Opravou prav a
povinnosti vazany, jak je uvedeno v ¢lanku 1 odstavei
I. aIl. a III. niZe.

TIMTO SE POTVRZUJE:

VZHLEDEM K TOMU, 2ze Smluvni
vyzkumnd organizace, Zadavatel, Roche, a
Zdravotnické zafizeni jsou smluvnimi stranami
Smlouvy o klinickém hodnoceni pro protokol
“Multicentrické, oteviené, randomizované klinické
hodnoceni  fdze 1l pro pacienty 8
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Relapsed/Refractory  Patients ~ With  Chronic
Lymphocytic Leukemia To Evaluate The Benefit Of
GDC-0199 (ABT-199) Plus Rituximab Compared
With Bendamustine Plus Rituximab” effective as of 28
January 2015 (the ‘Contract’), as amended by
Amendment No. 1 dated 10 January 2017 and
Amendment No. 2 dated 28 July 2020 and
Amendment No. 3 dated 17 June 2021, Protocol
number GO28667, and the parties desire to amend
such Contract;

WHEREAS, the Attachment 9 Budget and
Payment Schedule of the Contract shall be updated

NOW THEREFORE the parties hereby
agree to amend the Contract as follows:
1. THE BUDGET AND PAYMENT SCHEDULE

Attachment 9 (Budget and Payment Schedule) of the
Contract is hereby updated as follows:

I. Due to Protocol Amendment No. V6, with
effect from 9 May 2016, the Budget Table of
the Attachment 9) Budget and payment
schedule, section Follow-up visits is hereby
updated as

recidivujici/rezistentni  chronickou  lymfocytarni
leukémii k vyhodnoceni prinosu pFipravku GDC-0199
(ABT-199) v kombinaci s rituximabem v porovndni s
bendamustinem a rituximabem”, Kterd nabyla
u€innosti dne 28. ledna 2015 (,,Smlouva‘), ve znéni
Dodatku ¢. 1 ze dne 10. ledna 2017, Dodatku ¢. 2 ze
dne 28. ¢ervence 2020 a Dodatku €. 3 ze dne 17, Servna
2021 ¢islo protokolu GO28667, a smluvni strany si
pfeji zménit tuto Smlouvu;

VZHLEDEM K TOMU, Ze Priloha 9
Rozpocet a rozvrh plateb Smlouvy bude aktualizovédna

NYNI, Z TOHOTO DUVODU se smluvni

strany timto dohodly na zméné Smlouvy takto:

1. ROZPOCET A ROZVRH PLATEB

Ptiloha 9 (Rozpocet a rozvrh plateb) Smlouvy, je timto

aktualizovana nasledujicim zplisobem:

I.  Na zakladé dodatku Protokolu &. V6 je od 9.
kvétna 2016 rozpoctova tabulka Prilohy 9)
Rozpodet a rozvrh plateb, oddil ,,Follow-up
navitévy“ Smlouvy timto aktualizovan
nasledujicim zphsobem:




2. CONTRACTS REGISTRY

Notwithstanding the foregoing, Contractual research
organization, Sponsor, Roche and Medical Facility
hereby acknowledge that this Amendment No. 4 shall
be published together with the Amendment No. 1, 2
and 3 and the Contract pursuant to Act No. 340/2015
Coll., on Agreements Register. As and between the
parties, Medical Facility agrees to publish this
Amendment No. 4 together with the Amendment No.
1, 2 and 3 and the Contract pursuant to the foregoing.
Any information which constitutes trade secret of
either party is exempted from such publication. For the
ﬁurpows of this Amendment No. 4, the Amendment
No. 1, 2 and 3 and the Contract, such trade secrets
include, but are not limited to, Article XIII. to the
Contract — Financial aspects, minimum enrollment
goal, expected number of Study subjects enrolled and
the expected duration of the Study. Furthermore,
personal data of individuals are also exempt from such
publication, unless they have been previously
published in another public register. The Medical
Facility is obliged to publish this Amendment No. 4
together with the Amendment No. 1, 2 and 3 and the
Contract in accordance with the article herein above.

2. REGISTR SMLUV

Bez ohledu na vySe uvedené, Smluvni vyzkumna
organizace, Zadavatel, Roche a Zdravotnické zatizeni
timto berou na védomi, 7Ze tento Dodatek ¢. 4 bude
uverejnén spoleéné s piredchozimi Dodatky a Smlouvou
v souladu se zak. ¢. 340/2015 Sb., o registru smluv. Za
uvefejnéni dle predchozi véty odpovida Zdravotnické
zafizeni. Takovémuto uvefejnéni nepodléhaji ty udaje,
které tvofi obchodni tajemstvi nékteré ze smluvnich
stran. Pro 1cely tohoto Dodatku ¢. 4, predchozich
dodatkii a Smlouvy se obchodnim tajemstvim rozumi
zejména Clanek XIII. Smlouvy - Finanéni aspekty,
minimalni cilovy poéet zafazeni, occkavany pocel
zatazenych subjektii a otekavana délka trvani Studie.
Dale nebudou takovémuto uvefejnéni podléhat osobni
udaje fyzickych osob, ledaZe jsou jiz uvefejnény v jiném
vefejné pristupném registru. Za uvefejnéni Dodatku ¢. 4
spole¢né s pfedchozimi dodatky, a Smlouvou dle
pfedchoziho odstavce odpovida Zdravotnické zafizeni.
Zdravotnické zafizeni vyrozumi Smluvni vyzkumnou
organizaci o uvefejnéni Dodatku ¢. 4, pfedchozich
dodatki a Smlouvy v registru smluv tak, Zze ve formulafi
pouzivaném k uvefejnéni smlouvy =zada adresu
registrsmluv(@iqgvia.com jako emailovou adresu, na
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The Medical Facility will inform Contractual research
organization of publishing this Amendment No. 4
together with the Amendment No. 1, 2 and 3 and the
Contract in the Agreements Register by designating
the following email address: registrsmluv@iqvia.com
as the email address to which a notification of
publication in the Agreements register shall be sent.
Should the Medical Facility fail to publish this
Amendment No. 4 together with the Amendment No.
1, 2 and 3 and the Contract within 15 working days
from its full execution by all parties, it may be
published by the Sponsor, Roche or Contractual
research organization.

Within five days of the signature of this Amendment
No. 4, Contractual research organization shall provide
the Medical Facility with the final machine-readable
version of the Contract, Amendment No. 1,
Amendment No. 2, Amendment No. 3 and
Amendment no 4  and with deleted sections
considered as trade secrets.

The estimated value of financial payment under the
Contract, as amended, shall be approximately CZK
800 000.

kterou ma byt zaslana notifikace o uvefejnéni. Neni-li
Dodatek ¢. 4 spoleéné s piedchozimi dodatky, a
Smlouvou uvefejnén Zdravotnickym zafizenim ve 1hitg
15 pracovnich dni od jeho podpisu viemi smluvnimi
stranami, jsou k jejich uvefejnéni opravnéni Smluvni
vyzkumna organizace, Roche &i Zadavatel.

Smluvni vyzkumnd organizace se zavazuje, Ze
nejpozdéji do 5 dnt od podpisu tohoto Dodatku &. 4
zaSle Zdravotnickému zafizeni finilni verzi Smlouvy,
Dodatku ¢. 1, Dodatku &. 2, Dodatku &.3 a Dodatku &. 4
ve strojové Citelném formatu s odstranénym textem,
ktery povazuje za obchodni tajemstvi.

Pfedpokladana hodnota finanéniho plnéni dle Smlouvy
ve znéni Dodatku €. 4 &ini pfiblizné 800 000,- K¢.
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