
 

 
 

Dear Sir/Madam 
 
RE: Notification of the End of Clinical Trial 
 
Protocol title:  Effectiveness of Adaptive Opiod Agonist Maintenance Pharmacotherapy and 
Behavioural Therapy for Opioid Use Disorder.  
Short title:  Addiction Recovery Clinic (ARC)  
 
EUDRACT Number – 2012-002237-11 
 
Please find enclosed documentation for notification of the end of the above clinical trial, these 
documents are supplied in hard copy and on disk: -  
 
Enclosed documents on disk are: -  
   
  Notification of the end of a clinical trial form 
  Cover letter 
 
Please note that no patients were recruited for this study. Therefore, there will be no final study 
report. 
 
 
Yours sincerely, 
 
 
 
 
Helen Critchley 
Senior Clinical Research Associate  
Kings Health Partners Clinical trials Office 
E-mail: Helen.critchley@kcl.ac.uk 
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 April 2013 

Information Processing Unit 
Area 6 
Medicines & Healthcare Products Regulatory Agency 
151 Buckingham Palace Road 
Victoria 
London 
SW1W 9SZ 
 
 
 
Dear Sir/Madam 
 

Protocol Name and title (Version and date) 
 

EUDRACT Number –  
 
Please find enclosed the following documentation for 
our application for a CTA for the Breath ID study trial: 
 

 1 x CTA application form dated XXX 

 1 x checklist 

 1 x Receipt of confirmation of EudraCT 
number 

 1 x Scientific justification letter 

 1 x Trial Protocol including, Patient 
Information sheets, Consent forms and GP 
information letters (all version and date) 

 1 x Supporting Documents (including chief 
investigator’s CV, letter of authorisation from 
Mira Kremer (sponsor), Letter of Sponsorship 
from KCL/KCH and a copy of label) 

 1 x Disk with XML file of application form 

 1 x Investigator's brochure for Methacetin 

 Cheque for £XXXX to the Finance 
Department, MHRA 

 
 
These documents will also be emailed where possible 
if required. 
 
Please note that the other countries involved in this 
study have not been required to apply to their 
competent authority but the study will also be running 
in Israel. 
 
Thank you very much for your help with this 
application and please do not hesitate to contact me 
should there be any queries or if I can support this 
application in any way. 
 
Yours sincerely, 
 

King’s Health Partners Clinical Trials 
Office 

 
16

th
 floor, Tower Wing, 

Guy's Hospital, 
Great Maze Pond, 
London SE1 9RT 

 
T 020 7188 9574 
F 020 7188 8330 

 
www.khpcto.co.uk 

www.kingshealthpartners.org 


