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Ethics committee approval and amendments to the protocol

Amendment 
number

Amendment 
date

Summary of changes

Ethics committee 
approval

10 August 2009

Amendment 1 
(minor)

27 August 2009 Minor changes to consent form

Amendment 2 29 Sept 2010 Protocol changes: clarification of randomization 
procedures

Amendment 3 29 March 2010 Addition of a pilot study survey for nurses to gain 
feedback for the main trial.. 

Amendment 4 7 April 2011 New exclusion criteria (recurrent nosebleeds)
Web-based randomization
Improved version of parent  questionnaire
Minor changes to protocol, invitation letters, 
information sheets and questionnaires

Amendment 5 6 October 2011 Changes to CRFs and questionnaires following 
successful pilot
Additional questionnaires and CRFs  (Heath 
Resources and Costs to Parents)
Minor changes to protocol to add clarity

Amendment 6 31 May 2012 Minor changes to the invitation letter to enable use 
of DocMail (not used) 
Parent Information card for the TADAST web 
hearing test 
Poster for Waiting Room   

Amendment 7 12 July 2012 Agreement for over-recruitment to a maximum of 
350 children 
Approval for re-invitation of children from 
previous season 

Amendment 8 14 August 2012 Detailed methods of qualitative evaluation- parents
and nurses

Amendment 9 9 May 2013 12 month notes review

Amendment 10 17 March 2014 Detailed methods of qualitative evaluation – GPs
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