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Study title: 1200.89: An open label, phase II trial of afatinib with or 

without vinorelbine for the treatment of 
HER2-overexpressing Inflammatory Breast Cancer 

REC reference: 11/LO/0762 
Protocol number: 1200.89 
EudraCT number: 2010-024454-10  
Amendment number: Minor Amendment 2 
Amendment date: 12 May 2014 
IRAS project ID: 71700 
 
Thank you for your letter of 12 May 2014, notifying the Committee of the above amendment. 
 
It is noted that you do not consider this to be a substantial amendment to the clinical trial 
authorisation, as defined in the Medicines for Human Use (Clinical Trials) Regulations 2004, 
and that ethical review by the Committee is therefore not required. 
 
Documents received 
 
The documents received were as follows: 
 
Document   Version   Date   
Letter from sponsor [Sponsor Confirmation Minor Amendment]    19 May 2014  
Notice of Minor Amendment [Minor Amendment 2]  12 May 2014  
Research protocol or project proposal [Internal Signature Page]  4.0  14 April 2014  



Research protocol or project proposal [(tracked copy)]  4.0  10 April 2014  
Research protocol or project proposal [CI Signature Page]  4.0  17 April 2014  
 
Statement of compliance 
 
This Committee is recognised by the United Kingdom Ethics Committee Authority under the 
Medicines for Human Use (Clinical Trials) Regulations 2004, and is authorised to carry out 
the ethical review of clinical trials of investigational medicinal products. 
 
The Committee is fully compliant with the Regulations as they relate to ethics committees 
and the conditions and principles of good clinical practice. 

The Committee is constituted in accordance with the Governance Arrangements for 
Research Ethics Committees and complies fully with the Standard Operating Procedures for 
Research Ethics Committees in the UK. 
 
11/LO/0762:    Please quote this number on all correspondence 
 
Yours sincerely 


