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AMENDMENT #1 TO THE CLINICAL TRIAL AGREEMENT

Protocol No. ACE-011-BTHAL-001
By and between;

The Azienda U.S.L. no. 8 in Cagliari (hereinafter called the “Azienda”) TAX Code and VAT ID number
no. 02261430926, with registered office in Selargius (Su Planu), Via Piero della Francesca, | represented by

the General Manager Dr. Emilio Simeone
AND

The Company Celgene International Sarl (hereinafter the “Company”), tax code no. 34304, VAT number
CH677334, located in Boudry, Switzerland, Route de Perreux 1, on behalf of Celgene Corporation, 86
Morris Avenue, Summit, NJ 07901, USA

WITNESSETH
WHEREAS:
l. The Parties entered into an Agreement on'9 November 2012 {the “Agreement™);
2. Due to the decease of the former Principal Investigator, Pr Renzo Galanello, and his replacement by

Dr Rafaella Origa, the Principal Investigator, and
3. Due to the changes implemented by the Protocol Amendment 2,

4, The Parties now wish to amend the Agreement as per the terms and conditions of the present

amendment (“Amendment™);
NOW, THEREFORE, the Parties agree as follows:

1. Capitalised terms used herein shall have the meanings set forth in the Agreement, unless otherwise

defined in this Amendment.

2. Due to the decease of the Former Principal Investigator. Pr Renzo Galanello, the Institution
proposcd to Celgene to substitute the Former Principal Investigator by the Principal Investigator, Dr Rafaella
Origa under this Amendment, through the Director of the 1 paediatrics Clinic Dr. Paolo Moi’s written
communication,with effective date 28 May 2013 based on the Local Ethics Committee approval. From such
date the Principal Investigator is fully responsible under the Clinical Trial Agreement. For the avoidance of
doubt, Principal Investigator hereby acknowledges that she has read and agrees to be bound by all terms and
conditions under the Clinical Trial Agreement as from the date of her appointment as Principal Investigator

as stated above.

3. The Partics agree to amend Article 6 to the Agreement with the following additional provisions

which shall be added to the said Article:
a)Additional cycle will be paid at the rate of 700€ per cycle.
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b) Hepatitis B&C (Not applicable for subjects that are transfusion
independent) to be analyscd locally during screening visit, will be paid af the rate of

100.24€. This is the total amount for the following tests
I. HBCAG IGM: 11,36
2. HBEAG11.36
3. HBSAg: 1136
4. HCV antibodies: 11.36
5. HCV RNA: 66.15

c) Start-up fees of 2000€ will be paid to the Azienda, to cover the start-up
activities performed at the Azienda for the set-up of the protocol and its following

amendments.

4. All terms and conditions not amended herein shall remain in full force and effect as per their current

terms under the Agreement.

This Amendment shall become effective as fram 27 August 2013.

Amendment#1 to Institution Agreement Contract# SC35000
Protocal ACE-Q11-BTHAL-00% CONFIDENTIAL Site#: 202/ PI: Dr Origa (formerly Dr Gaianello)
SC35000_Amat#1 (to Inst)_Dr Criga (formerly Dr Galanello)_ENG_v02_27Aug13_Final Page 20of3



IN WITNESS WHEREOF, the Parties have caused this Amendment to be exccuted by their duly authorized

representatives.

For the Azienda U.S.L. no. 8

The General Manager

Dr. Emilio Simeone (

Signed: Q/LL/\
A

A3

[Date: l

The Principal Investigator (to consent)

Dr Rafaella Origa

Signed: @\&g\gmﬂﬂfo O{\A@Q
Date: _ A€ %MMM LoV

For the Sponsor Celgene International Sarl

Na%/ Koo A

Dr Michael Balkenaohi
Signed: Director Clinical Operatifjns
Celgene Tnternafiorat
Switzerland
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