
Amendment No. 1 to

Contract on Clinical Trial

concluded on 7. 7. 2014 by and between

ABBVIE DEUTSCHLAND GMBH & CO.KG,
having a place of business at Max-Planck-Ring 2a,

65205 Wiesbaden, represented by Abie s.r.o.,

Hadovka Office Park, Evropska 2591/33d, 160 00 Praha

6, Czech Republic

(Hereina er 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 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

and

Contractual research organization

QUINTILES CZECH REPUBLIC, s.r.o.
Praha 5, Jinonice, Radlicka 714/1 l3a, zip code 158 00

Czech Republic

Identi cation number: 247 68 651

Tax Identi cation number: CZ247 68 651
(Hereina er referred to as the ‘Contractual research

organization’ or ‘Quintiles’)

and

Fakultni nemocnice Hradec Kralove,

with its registered address at Sokolské ti”. 581, 500 05

Hradec Krélové 5 ~ Novy Hradec Kralove, Czech

Republic, represented by prof. MUDr. Roman Prymula,

CSc., Ph.D., hospital director.

Company ID no.: 00179906,

VAT: CZ00179906

(For purposes of this Agreement, hereina er referred to

as the ‘Provider ofHealth Services’)

and

O QUINTILES’

Dodatek E. 1 ke Smlouvé

o klinickém hodnocem’

uzavi‘ené due 7. 7. 2014 mezi

ABBVIE DEUTSCHLAND GMBH & CO.KG,
se sidlem Max-Planck-Ring 2a, 65205 Wiesbaden,

zastoupena Abie s.r.o., Hadovka Of ce Park,

Evropska 2591/33d, 160 00 Praha 6, Ceské republika

(dale jen ,,Zadavatel“)

a

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

zastoupené Quintiles Czech Republic, s.r.o.

Praha 5, Jinonice, Radlické 714/1 13a, PSC 158 00

Ceska republika, 1C: 247 68 651, DIC: 02247 68 651

a

Smluvm’ vyzkumna organizace
QUINTILES CZECH REPUBLIC, s.r.o.

Praha 5, Jinonice, Radlicka 714/113a, PSC 158 00

Ceské republika,
to: 247 68 651
DIC: cz247 68 651
(dale jen ,,Smluvni vyzkumna organizace“"nebo

,,Quintiles“)

a

Fakultni nemocnice Hradec Kralove,

se sidlem Sokolska 581, 500 05 Hradec Kralové —

Novy Hradec Kralove, Ceské republika, zastoupené

prof. MUDr. Romanem Prymulou, CSc., Ph.D.,

reditelem nemocnice,
16:: 00179906,
DIC: CZ00179906
(pro uéely této Smlouvy dale jen ,,Poskytovatel

zdravotnich sluieb“)

a

F. Hoffmann-La Roche Ltd., Protocol No./ 6. protokolu: 0028667
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Preamble:

WHEREAS:

A. The Parties have concluded on 7. 7. 2014 the

Contract on Clinical Trial (hereinafter the

,,Agreement“), protocol No. G028667.

B. The Parties wish to change the terms and conditions

of the Agreement as set out below.

NOW THEREFORE THE PARTIES HAVE AGREED

UPON AND CONCLUDED THIS

Amendment No. 1 to the Agreement

Article I.

The Contract Qarties agree that the original wording

of the budget table in the Attachment 9 (gadget and

Payment Schedule) of the Agreement shall be deleted

and replaced by a new budget table as follows:

The new budget table is attached at the end of this

Amendment No. 1 over the signature page.

Article II.

The Parties hereby agree that all other terms and

conditions of the Agreement remain unaffected by this

Amendment No. 1.

Article III.

1. This Amendment No. 1 shall become valid and

effective upon its signing by the last Party.

2. The Parties agree that the validity and effectiveness

of the data referred to in Art. 1. of this Amendment

No. 1 shall apply to the period beginning on the

signing of the Agreement, ie. 7 July 2014.

3. This Amendment No. 1 has been written in ve

original copies, each Contract party obtaining one of

them.

4. In witness of their consent to the wording hereof, the

Parties sign this Amendment No. l.

.‘ '.

-‘ .‘ cgr ._

F. Hoffmann-La Roche Ltd., Protocol No./ 6. protokolu: 6028667

O QUINTILES'

Preambule:

s OHLEDEM NA TO, Z13

A. Strany uzavrely dne 7. 7. 2014 Smlouvu o

klinickém hodnoceni humanniho lééiva (dale jen

,,Smlouva“), éislo protokolu 6028667.

B. Strany maji zaj em zménit naleiitosti a podminky

Smlouvy tak, jak je stanoveno niie.

SE STRANY’ DOHODLY A UZAVRELY

NASLEDUJICI

Dodatek E. 1 ke Smlouvé

Clanek I.

Smluvni strany se dohodly, ie pi‘ivodni znéni

rozpoétové tabullg uvedené v P loze 9 (Rozpoéet

a rozvrh plateb) Smlouyy se rusi a nahrazuie

novou rozpoc'tovou tabulkou nasleduiiciho znéni:

Nova rozpoétové tabulka je pfipojena na konci tohoto

Dodatku (‘5. l za podpisovou stranou.

Clanek II.

Strany timto souhlasi s tim, ie vsechny ostatni

néleiitosti a podminky Smlouvy z stévaji timto

Dodatkem 6. l nedotéeny.

Clanck In.

1. Tento Dodatek 6. l nabyvé platnosti a éinnosti

dnem jeho podpisu vsemi Stranami.

2. Smluvni strany se dohodly, 2e platnost a uéinnost

t’tdaj uvedenych v C]. 1. tohoto Dodatku c. 1 se

vztahuje na obdobi poéinajici podpisem

Smlouvy, tj. 7. 7.2014.

3. Tento Dodatek e. 1 byl vyhotoven v péti

stejnopisech, priéemi kaidé smluvni strana

obdrii po jednom.

4. Na d kaz souhlasu se znénim Dodatku c. 1

pripojuji Strany své podpisy.
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O QUINTILES'

ABBVIE DEUTSCHLAND GMBH &CO.KG ABBVIE DEUTSCHLAND GMBH &CO.KG
represented by Abie s.r.o. zastoupené Abie s.r.o.

Name

Signat

Date:
-10- 14

F. HOFFMANN—LA ROCHE LTD. F. OFFMANN-LA ROCHE LTD.

Signature: Podpis:
Na zakladé plné zech Republic, s.r.o. Na zéklade p zech Republic, s.r.o.

Date: 0 2 "09' 201i. Datum: 02 ~09- 231‘

Signed by Quintiles Czech Republic s.r.o., under a Podepsano spoleénosti Quintiles Czech Republic
Power of Attorney, for and on behalf of F. Hoffmann-La s.r.o., na zékladé plne’ moci v zastoupeni F-
Roche Ltd. Hoffmann La Roche Ltd.

QUINTILES CZECH REPUBLIC, S.R.0. QUINTILES CZECH REPUBLIC, s.r.o.

Name:- Jméno:
_

Signature: Podpis:
Na zaklade pine mocx mu c§ .zcc Republic, s.r.o. Na zéklade plné moci Quin iles .cch Republic, s.r.o.

Date; 02 '09' 201‘ Datum: 02 -[]g- 20“

C} QUI/W-

”ad/Wm
”99%;“?

. . . . . ., , Iéo~ 02904 758': ”-r-o.Principal Investigator Hlavm zkousejlu ‘34?
aihDRgM/z, 33/705/ .

.
0224

Name Jmén P6585!

Signa Podpi

Positi Funk

Date: Datu

Provider of Health Services Poskytovatel zdravotnieh slnieb
Fakultni nemocnice Hradec Krélové Fakultni nemocnice Hradee Krélové
Name: prof. MUDri Roman Prymula, CSc., Ph.D. Jméno: prof. MUDr. Roman Prymula, CSc., PhD.

Position: Director
FAKLlh'i‘l E‘HNQOCMCE Funkce: fedit ‘ pg CNRCE

S'
i' i'I’lJXLOVE 16VE

1 nature: lizclsm .
' ~

g
(‘lldwc Krnlovc POdplS: \lénilové

D t
‘lel. 495 332 331 495 832 331

a e: . i .Datum- 1 l 439- m
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Q QUINTILES'

Rozpoéetje nésledujici:

RamenorA‘ RamenoB:
‘

B } Den. Nikladywnasubjekt "3%:g“:‘ .!

Gykl‘us'
'

».né'v§téw,. “WW ‘
V “may“

'

Vstupni na’v§téva

D1

DZ

03

D4

D8

D15

D22

D28

(dobrmminé
név va)

C1D1

C1D2
CYKLUSl

C1D8

C1015

CYKLY 2—6 C2'5 D1
* C2—6 02

IA

Dokonéeni lééby

vice léky
MAT

3mésiéni

sledovéni po Iéébé 3mo FU
vice léky

Dlouhodobé

sledovéni * It
LT FU

Dokonéeni klinického hodnoceni/

Pfedéasné ukonéeni

CELKEM

* - bude ai S név§tév na subjekt

* * - bude ai 16 név§tév na subjekt
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Q QUINTILES'

The Budget is as follow:

.v mAw
. -, . ”fcrzét‘fnerisyublact ‘

v yale ; Day" ~ (61K)
‘

Screening

028

(Optional
vlsjt)

C1D1

CYCLE 1

CYCLES 2—6
*

Completion of
Multi-agent

Therapy

3month Post Multi-

agent Therapy

Long Term FU

* a:

Study Completion!
Early Termination

TOTAL

¢m¥
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