
J2: Summary of Proposed Amendment: 
 
ASCEND: A randomised 2x2 factorial study of aspirin versus placebo, and 
of omega-3 fatty acid supplementation versus placebo, for primary 
prevention of cardiovascular events in people with diabetes. 
 
Reference: MREC 03/8/087 
 
Substantial Amendment Code Number: CTSUASCEND5 
Version: 8.0_010207 
Date: 2009-03-18 
 
Amendment to request the inclusion of flyers with screening questionnaires sent to 
potentially eligible patients. 
 
ASCEND has now randomised over 5000 participants so is over halfway to its target of 
10,000 participants. In order to aid timely completion of recruitment a flyer has been devised 
which would inform potential participants about the size of the study. 
 
It is hoped that informing participants that over 5000 people similar to them have already 
decided to take part would reassure them that ASCEND is a major clinical trial and that they 
would be participating in a study which will provide important clinical results. 
 
This flyer would be in addition to the previously approved Participant Information Leaflet 
which is also sent with all invitations to participate. Participants can also contact the study 
team either by telephone, e-mail or post to discuss the study in more detail or visit the study 
website. 
 


