
[image: image1]

[image: image2]

This template is based on a template from the MRC START project:

1.  http://www.population-health.manchester.ac.uk/mrcstart/
2. http://www.trialsjournal.com/content/15/1/407
Text for substantial amendment (IRAS V3.0 Notice of Amendment)

[Note this part is specific to the UK]

· Under ‘Project filter’ questions 1 – 11 are unchanged

· Under ‘Notice of amendment’ details of CI and study are unchanged

· Under  ‘Type of amendment’

· QA – Yes

· QB – No

· QC – Yes

· Is this a modified version of an amendment previously notified and not approved? –No

Summary of changes
Under Summary of changes please use the following text to structure the section:

We are not proposing to make any changes to the main substance of the [name of trial]: the objectives, sample, recruitment procedure, interventions and measures remain as approved by the ethics committee on [date].  We are proposing to add a pen to the materials sent out for participants for [name of trial]. 

The only change to [name of trial] is to add a pen.

List of enclosed documents

	Document
	Version
	Date

	None
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