Kh1/2016/003/Ko

Amendment # 1

to CLINICAL TRIAL AGREEMENT

Protocol No. GED-0301-CD-002

Dodatek ¢. 1
ke SMLOUVE O KLINICKE STUDII

Protokol ¢. GED-0301-CD-002

This amendment (“Amendment”) is made by

Tento dodatek (,,Dodatek®) je uzavien mezi

Celgene Corporation, having its principal office at 86
Morris Avenue, Summit, NJ 07901, USA (“Sponsor”)
represented by Celgene International Sarl., a limited
liability company organized under the laws of
Switzerland having its principal office at Route de
Perreux 1, 2017 Boudry, Switzerland.

For the only purposes of signing this Amendment
Sponsor is represented by Quintiles Czech Republic
s.r.0., having a place of business at Radlicka 714/113a,
158 00 Praha 5, Czech Republic,
number: 247 68 651, Tax identification number:
CZ247 68 651 (“IQVIA”).

Identification

Celgene Corporation, se sidlem 86 Morris Avenue,
Summit, New Jersey 07901, USA (,,Zadavatel”),
zastoupenou spole¢nosti  Celgene International
S.a.r.l, spolecnosti s ru¢enim omezenym zaloZenou
podle pravniho ¥adu Svycarska, se sidlem Route de

Perreux, 2017 Boudry, Svycarsko.

Pro tcely podepsani tohoto Dodatku zastoupenou
spole¢nosti Quintiles Czech Republic s.r.o. se sidlem
Radlicka 714/113a, 158 00 Praha 5, Ceska republika,
ICO: 247 68 651, DIC: CZ247 68 651 (,,IQVIA”).

and

Fakultni nemocnice u sv. Anny v Brné, having a
place of business at Pekatska 664/53, Brno, zipcode
656 91, Czech Republic, Company ID: 00159816, Tax
Identification Number: CZ00159816, represented by
MUDr. Martin Pavlik, Ph.D. DESA EDIC, Director

(hereinafter the “Institution”);

Fakultni nemocnice u sv. Anny v Brné, se sidlem
Pekaiska 664/53, Brno, PSC 656 91, Ceska republika,
IC: 00159816, DIC: CZ00159816, zastoupena MUDr.
Martinem Pavlikem, Ph.D. DESA EDIC, feditelem

(dale ,,instituce™);

and

I,  oving o address  at
I o~

(hereinafter the “Investigator”);

a
] s adresou
I datum narozeni:

I (dile . ckousejici”);

(together the “Parties™)

v

(spolecné “Strany”)

WHEREAS

VZHLEDEM K TOMU, ZE
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(i) The Parties entered into the CLINICAL TRIAL
AGREEMENT with effective date 29 June 2016
related to the Study GED-0301-CD-002 (the

“Agreement”);

(i) Strany uzaviely SMLOUVU O KLINICKE STUDII
sucinnosti od 29. cervna 2016, vztahujici se ke

Studii GED-0301-CD-002 (,,Smlouva‘);

(if) The Parties now wish to amend the Agreement as
per the terms and conditions of the Amendment
to replace an Annex by new Annex, in order to

increase  the Budget

per Patient and

(if) Strany si nyni pfeji zménit Smlouvu za podminek
tohoto Dodatku nahrazenim Pfilohy novou

Ptilohou, za uc¢elem navyseni rozpoctu na Pacienta

2 I

NOW, THEREFORE,
covenants contained herein the Parties hereto,

in consideration of the

intending to be legally bound hereby, agree as follows:

NYNI, Z TOHOTO DUVODU, s ohledem na ujednani
stanovena v tomto Dodatku se Strany, v umyslu byt
timto Dodatkem pravné zavazany, dohodly na

nasledujicim:

1. AMENDED PROVISIONS

1. USTANOVENI DODATKU

1.1 The Parties hereby agree to amend the

Agreement in the following manner:

1.1 Strany timto souhlasi s nasledujici zménou

Smlouvy:

111 Annex # 1 to the Agreement shall be
replaced in its entirety with the new Annex # 1

attached to this Amendment.

111 Ptiloha ¢. 1 Smlouvy se v celém
rozsahu nahrazuje novou Ptilohou ¢. 1

pfipojenou k tomuto Dodatku.

1.1.2
performed under the Agreement before 1st August
2017 shall follow the Annex # 1 which was

The Parties agree that all services

effective on the date when the services were
performed. Payments already paid for services
provided after 15t August 2017 will be made up so

that the total amounts correspond to the visit

1.1.2
poskytnuté na

Strany souhlasi, ze vSechny sluzby
zakladé

1. srpnem 2017 se tidi Ptilohou ¢. 1 u¢innou

Smlouvy pted

Vv den, kdy byly sluzby poskytnuty. Platby jiz
uhrazené za sluzby poskytnuté po 1. srpnu
2017 budou doplaceny tak, aby celkové ¢astky

odpovidaly castkdm vizit uvedenym V nové

herein, defined terms shall have the same

meaning as in the Agreement.

amounts stated in the new Annex # 1. Priloze 1.
2. GENERAL 2. OBECNE
2.1 In this Amendment, unless expressly stated | 2.1 Neni-li vyslovné stanoveno jinak, maji definované

vyrazy, pouzité v tomto Dodatku, stejny vyznam

jako ve Smlouve.
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2.2 References to clauses are to clauses in the main | 2.2 Odkazy na jednotliva ustanoveni se vztahuji k
body of this Amendment or where indicated, in ustanovenim tohoto Dodatku, pfipadné k
the Agreement. In the event of inconsistency ustanovenim Smlouvy tam, kde je tak uvedeno.
between this Amendment and the Agreement, V piipadé rozporu mezi timto Dodatkem a
this Amendment shall prevail. Smlouvou ma piednost znéni tohoto Dodatku.

2.3 Except as otherwise amended hereby, the | 2.3 VSechna ustanoveni Smlouvy a prava a povinnosti
Agreement shall remain in full force and effect Stran, ktera tento Dodatek neupravuje, zlstavaji
as presently written, and the rights, duties, pln¢ platna a G¢inna.
liabilities and obligations of the Parties thereto,
as presently constituted, will continue in full
effect.

24  The Parties agree this Amendment shall be 2.4 Strany souhlasi, ze tento Dodatek nabyva ucinnosti
effective as of its publication in the Contracts dnem  zvefejnéni  vregistru smluv - ("Datum
Register (the “Effective Date”). tcinnosti”).

2.5 The Parties hereby agree that services | 2.5 Strany se dohodly, Ze sluzby poskytnuté na zakladé
performed under the Agreement during the Smlouvy v obdobi od 1. srpna 2017 do Data
period from 1st August 2017 until the Effective ucinnosti tohoto Dodatku se povazuji za plnéni
Date of this Amendment, shall be deemed as Smlouvy ve znéni tohoto Dodatku a prava a
performance of the Agreement as amended by povinnosti z néj vzniklé se fidi Smlouvou ve znéni
this Amendment and the rights and obligations tohoto Dodatku.
arising out of this performance are governed by
the Agreement as amended by this Amendment.

3. CONTRACTS REGISTER 3. REGISTR SMLUV
The Institution, Investigator, Sponsor and Zdravotnické zafizeni, Zkousejici, Zadavatel a
IQVIA  hereby acknowledge that this IQVIA timto berou na védomi, Ze tento Dodatek
Amendment will be published together with the bude zvetejnén spole¢n¢ se Smlouvou v souladu se
Agreement in the Agreements Register pursuant zak. ¢. 340/2015 Sb., o registru smluv. Takovémuto
to Act No. 340/2015 Sh., on Agreements zvefejnéni nepodléhaji ty udaje, které tvofi
Register. Any information which constitutes obchodni tajemstvi nékteré ze smluvnich stran. Pro
trade secret of either Party is exempted from ucely tohoto Dodatku a Smlouvy se obchodnim
such publication. For the purposes of the tajemstvim rozumi zejména Ptiloha ¢. 1 Smlouvy —
Agreement and the Amendment, trade secrets Rozpocet a platebni podminky, minimalni cilovy
include, but are not limited to, Annex # 1 to the pocet zafazeni, o¢ekavany zafazeny pocet subjektl
Agreement - Budget and payment terms and a ocekavand délka trvani studie. Dale nebudou
conditions, minimum enrollment goal, expected takovémuto zvefejnéni podléhat osobni udaje
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number of Study subjects enrolled and the fyzickych osob, ledaze jsou jiz zvetejnény v jiném

expected duration of the Study. Furthermore, vetejné piistupném registru. Za zvefejnéni
personal data of individuals are also exempted Dodatku a Smlouvy dle ptedchoziho odstavce
from such publication, unless they have been odpovida Zdravotnické zafizeni. Zdravotnické
previously published in another public register. zatizeni vyrozumi IQVIA o zvetejnéni Dodatku a
The Institution is obliged to publish this Smlouvy v registru smluv tak, Ze ve formulafi
Amendment together with the Agreement in pouzivaném ke zvefejnéni smlouvy zada adresu
accordance with the article herein above. The B <o cmailovou adresu, na
Institution will inform IQVIA of publishing the kterou ma byt zasldna notifikace o uvefejnéni.
Amendment together with the Agreement by Neni-li Dodatek spole¢né se Smlouvou zvefejnén
designating the following email address: Zdravotnickym zafizenim ve lhtté 10 pracovnich
B o hc cmail address to dni od jeho podpisu v8emi smluvnimi stranami,
which a notification of publication in the jsou k jejich zvefejnéni opravnéni IQVIA ¢&i
Agreements register shall be sent. Should the Zadavatel.

Institution fail to publish this Amendment
together with the Agreement within 10 working
days from its full execution, it may be published
by the Sponsor or IQVIA.

The estimated value of financial payment under | Pfedpokladana hodnota finanéniho plnéni dle
the Agreement, as amended, shall be | podminek Smlouvy ve znéni tohoto Dodatku ¢ini
approximately CZK 601,741.47. ptiblizn¢ 601,741.47 K¢&.
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This Amendment is prepared in 3 original copies. Each | Tento dodatek je vypracovan ve 3 vyhotovenich,

Party will receive one original copy. Z nichz kazda smluvni strana obdrzi po jednom.

IN WITNESS WHEREOF, the Parties have caused this | NA DUKAZ TOHO Strany uzaviely tento Dodatek

Amendment to be executed by their duly authorized | prosttednictvim svych fadn& opravnénych zéastupc.

representatives.

IQVIA in the name of / jménem

CELGENE INTERNATIONAL SARL FAKULTNI NEMOCNICE U SV. ANNY V BRNE
Signed/Podpis: Signed/Podpis:
Name/Jméno: Name/Jméno:
Title/Funkce: Title/Funkce:
12.3.2018 16.3.2018
Date/Datum: Date/Datum:
]
Signed/Podpis:
Name/Jméno:
Title/Funkce:
20.3.2018
Date/Datum:
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ANNEX 1 PRILOHA 1
BUDGET & PAYMENT TERMS & CONDITIONS ROZPOCET A PLATEBNi PODMINKY
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