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Amendment No. 2 to
Contract on Clinical Trial

This Amendment to Contract on Clinical Trial
(“Amendment”) is between ABBVIE
DEUTSCHLAND GMBH & C0.KG, having a
place of business at Max-Planck-Ring 2a, 65205
Wiesbaden, represented by Abie s.r.o., Hadovka
Of ce Park, Evropska 2591/33d, 160 00 Praha 6,
Czech Republic (‘Sponsor’), F. HOFFMANN-LA
ROCHE LTD, having a place of business at
Grenzacherstrasse 124, 4070 Basel, Switzerland
(‘Roche’), represented by: Quintiles Czech Republic,
s.r.o. Praha 5, Jinonice, Radlicka 714/113a, zip code
158 00 Czech Republic, Identi cation number: 247
68 651, Tax Identi cation number: CZ247 68 651,
Contractual research organization QUINTILES
CZECH REPUBLIC, s.r.o., Praha 5, Jinonice,
Radlicka 714/113a, zip code 158 00, Czech Republic,
Identi cation number: 247 68 651, Tax Identi cation
number: CZ247 68 651 (‘Quintiles'), Fakultni
nemocnice Hradec Kralove, with its registered
address at Sokolska ti“. 581, 500 05 Hradec Kralove 5

Novy Hradec Kralové, Czech Republic,
represented by prof. MUDr. Roman Prymula, CSc.,
Ph.D., director, Company ID no.: 00179906, VAT:
CZ00179906 (‘Provider of Health Services’) and

8
date 02 March 2015.

WITNESSETH:

WHEREAS, Quintiles, Sponsor, Roche,
Provider of Health Services and Principal Investigator
are parties to an agreement entitled Contract on
Clinical Trial for Protocol “A Multicenter, Phase III,
Open-Label, Randomized Study In
Relapsed/Refractory Patients With Chronic
Lymphocytic Leukemia To Evaluate The Bene t Of
GDC-0199 (ART-199) Plus Rituximab Compared
With Bendamustine Plus Rituximab” effective as of 7
July 2014 (the “Agreement”), as amended by
Amendment No. 1 dated 13 October 2014, Protocol
number 0028667, and the parties desire to amend
such Agreement;

WHEREAS, the Budget table in the
Attachment 9 of the Agreement shall be updated to
align it with Protocol No. V4 dated 10 Jun 2014 and

O QUINTILES“
Dodatek c. 2 ke Smlouvé

o klinickém hodnoceni

Tento Dodatek ke Smlouvé o klinickém hodnocem’
(,,Dodatek“) je uzav‘r’en mezi ABBVIE
DEUTSCHLAND GMBH & C0.KG, se sidlem Max-
Planck—Ring 2a, 65205 Wiesbaden, zastoupena Abie
s.r.0., Hadovka Of ce Park, Evropska 2591/33d, 160 00
Praha 6, Ceska republika (,,Zadavatel“), F.
HOFFMANN-LA ROCHE LTD, 56 sidlem
Grenzacherstrasse 124, 4070 Basilej, Svycarsko
(,,Roche“), zastoupena Quintiles Czech Republic, 3.r.o..,
Praha 5, Jinonice, Radlické 714/113a, PSC 158 00,
Ceska republika, 1C: 247 68 651, DIC: CZ247 68 651,
Smluvni vyzkumna organizace QUINTILES CZECH
REPUBLIC, s.r.0., Praha 5, Jinonice, Radlické
714/ll3a, PSC 158 00, Ceska republika, 1C: 247
68651, DIC: CZ247 68 651 (“Quintiles“), Fakultm’
nemocnice Hradec Kralové, se sidlem Sokolska 581,
500 05 Hradec Kralové — Novy Hradec Kralové, Ceska
republika, zastoupena prof. MUDr. Romanem
Pryrnulou, CSC., Ph..,D reditelem 1C: 00179906, DIC:
CZOOl79906 “

2. brezna 2015.

TiMTo SE POTVRZUJE:

VZHLEDEM K TOMU, e Quintiles,
Zadavatel, Roche, Poskytovatel zdravotnich sluieb a
Hlavni zkousejici jsou smluvnimi stranami Smlouvy o
klinickém hodnoceni pro protokol “Multicentrické
otevtené randomizované klinické hodnoceni faze III
pro pacienty s recidivujici/rezistentni chronickou
lymfocytami leukémii k vyhodnoceni piinosu
ptipravku GDC-0199 (ABT-199) v kombinaci s
rituximabem v porovnani s bendamustinem a
rituximabem”, ktera nabyla uéinnosti Cine 7. 7. 2014
(,,Smlouva“), ve znéni Dodatku c. 1 ze dne 13. 10.
2014, 61510 protokolu 0028667, a strany si preji
zménit tuto Smlouvu;

VZHLEDEM K TOMU, ze rozpoétova
tabulka v Piiloze 9 Smlouvy bude aktualizovéna, aby
byla v souladu s rozpisem navstév a pozadavku na studii
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Protocol No. V5 dated 16 Oct 2014 visit schedule and
assessments requirements.

NOW THEREFORE, in consideration ofthe

mutual promises and covenants set forth herein, and

other good and valuable consideration, the receipt and
suf ciency of which is hereby acknowledged, the
parties hereby agree to amend the Agreement as
follows:

1 . BUDGET

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

The Budget Table is attached at the end of this
Amendment over the signature page.

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.

nmhg'g
.

Q QUINTILES'
dle protokolu (‘2. V4 ze dne 10. 6. 2014 a protokolu (3. V5
26 dne 16. 10.2014. 0

NYNi, z TOHOTO DUVODU, s ohledem na
vzéjemne’ prisliby a ujednani stanovené v této Smlouvé
a na jinou dobrou a hodnotnou uplatu, jejii prijeti a
dostateénost se timto potvrzuje, se smluvni strany timto
dohodly na zméné Smlouvy takto:

1. ROZPOC‘ET

Rozpoétové tabulka Pi'ilohy 9 (Rozpoéet a rozvrh
plateb) Smlouvy, je timto aktualizovana nésledujicim
zpi’isobem:

Rozpoétové tabulkaje pfipojena na konci toho Dodatku
za podpisovou stranou.

Vsechna ustanoveni a podminky Smlouvy,
které nejsou vyslovné zménény timto Dodatkem,
z stavaji plné platné a uéinné.

NA DI°JKAZ TOHO smluvni strany uzavrely
tento Dodatek prostfednictvim svych rédné
oprévnénych vedoucich pracovnik v niie uvedeny den.
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ABBVIE DEUTSCHLAND GMBH &CO.KG
represented .. bx ‘ Abie s.r.o.

.
Name'

Position:

Signature
based on the pmtomeyAbie s.r.o.

“2 115- 21111
F. HOFFMANN—LA ROCHE LTD., signed by
Quintiles Czech Republic, s.r.o. under a Power of Attorney
for and on behalf of F. Hoffmann-La Roche Ltd.

Date:

Name:

Position:

"
Signature:
Based on the Power of Attom
s. r.0.

Date 21 [13-2115 ‘5
kkgoQUINTILES CZECH Rnré ifm

Quintiles Czech Republic,

Name:
Position:

W?»
6‘

Signature:
Based on the Power o Attom Quintiles Czech Republic, s.r.o.

Date; 2 l '03 Hist)

Principal Investigator

Name:

Positi

Signat

Date:

Provider of Health Services

Fakultni nemocnice Hradec

Krtlpvé
Name: prof. MUDr. Roman Prymulti‘v(5381;? Ph.D.
Position: Director "‘ ,(N «i. 4

f»:4-" ”m H '.
. Rife; : ‘ 'r r,» of,

S1gnature. ,
Q;,1," ‘ {0331“

3 1 413-2
‘

PVT/{H {:1 (“3’
Date:

'
f, 1
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O QUINTILES'
ABBVIE DEUTSCHLAND GMBH &CO.KG
zastoupen Abie s.r.o.

' '

imEO' -u
POdpis:
na zékladé p moc oo c nost Abbvie s.r.o.

Datum n 2 115- 2016
F. HOFFMANN-LA ROCHE LTD., podepsaino
spoleénosti Quintiles Czech Republic, s.r.o. na zakladé plné
moci v zastoupeni F- Hoffmann La Roche Ltd.

Jméno:

Funkce:

Podpis:
Na zakladé plné moci ntilesCzech Republic, 5.r. o.

2 i r7593 2015%%@%1a0

QUINTILES CZECH REPUBLn‘PqéL}Egg 1

Datum:

@
Jméno: g:
Funkce: “a i

Podpis:
Na zékladé plné h Republic, 5r0.

Datum:

lllavni zkousejici

Jmén

Funkc

Podpis

Datum

Poskytovatel zdravotnich sluieb
Fakultni nemocnice Hradec

Kriilové

Jméno. prof. MUDr Roman Pryuj ézgg'o‘c. ,SPh.D.
Funkce: feditel

C:
£16513"

}

Podpis: , -, “

45' “4‘” ' .
Datum: 31'“03 ll J'Pii’iga



Q QUINTlLES'

The Budget is as follows:
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Rozpoéet je nésledujici:

_ Q QUINTILES'
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