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Permission from the Executive/Writing Committee is necessary prior to disclosing any 
information relative to this study outside of the Trial Steering Committee. Any request by site 
investigators or other collaborators to access the study dataset must be formally reviewed by 
the TMG.    
 
A Clinical Study Report summarising the study results will be prepared and submitted to the 
REC within a year of the end of study. 
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6. INFORMED CONSENT FORM  

 
 

            INFORMED CONSENT FORM (Phase 3/Main Study) 

 
Chief Investigator: Professor Hashim U. Ahmed 
 

                                                                                 Please initial each box below. 

Do not tick 

1 I confirm that I have read and understand the patient information sheet dated  
  _ _ / _ _ / _ _ _ _ (Version ___) for the MATTER Phase 3 / Main Study. I have 
had the opportunity to consider the information, ask questions and have had 
these answered satisfactorily. 

 

2 I understand that my participation is voluntary and that I am free to withdraw at 
any time, without giving reason and without my medical care or legal rights 
being affected. 

 

3 I understand that relevant sections of my medical notes and data collected 
during the study, may be looked at by individuals from the Sponsor of the trial 
(Imperial College London) and responsible persons authorised by the Sponsor, 
from regulatory authorities or from the NHS Trust, where it is relevant to my 
taking part in this research. I give permission for these individuals to have 
access to my records. 

 

4 I understand that I can stop the questionnaire at any time, for any reason.  

5 I understand that the information collected about me will be used to support 
other ethically approved research in future, and may be shared anonymously 
with other researchers. 

 

6 I give permission for the researchers to contact me regarding this trial during 
this trial period. 

 

7 I agree for my GP and other doctors to be informed of my participation in this 
study and of any clinical relevant study results. 

 

8 I agree to take part in the above study.  

 
All the boxes above must be initialled for consent to be 

valid 
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OPTIONAL CONSENT  
Please initial each box below. Do not tick 

 

10 I give consent for information collected about me to be used to support other 
ethically approved research in the future, including those outside of the EEA 

 

11 
I give consent to being contacted to potentially taking part in other ethically 
approved research studies.                                                                                     

 

        

 

 
    Name of Participant                              Signature                                   Date 

  

       

     Name of Person taking consent           Signature                                      Date 

 

 

Please give one copy of the consent form to the patient, file one copy in 

the patient’s medical records, and retain the original in the Investigator 
Site File  
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