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

Summary and rationale of Proposed Amendment:

ASCEND is a large simple randomised controlled trial that has successfully recruited 15,480 participants with diabetes. The recruitment, assessment and follow-up of participants is entirely by mail. Participant retention and compliance with randomised medications during the follow-up period of at least 5 years is key to the success of the study. Currently, participants are sent a newsletter every six months or so and the study website (www.ctsu.ox.ac.uk/ascend) is regularly updated.

The study steering committee has expressed a desire to explore the potential for social media to facilitate aspects of study conduct, in particular to encourage compliance with study treatments and the completion and return of study questionnaires. We are not aware of such approaches having been used in similar studies. We are therefore seeking approval to establish an ASCEND study Facebook page and Twitter profile.
These would be moderated by the principal investigators and other senior study personnel. Participants would be notified of their existence on the study newsletter which is sent by mail every twice a year and the study website. They would then decide whether they wished to “follow” the study (on Twitter) or subscribe to the Facebook page or not (and if they did, they always have the option to stop “following” the study at any time without having to give a reason). 
The main purpose would be as follows:

1. To encourage participants to take their study treatments. Compliance with study treatments is vital for the success of the ASCEND study and we therefore wish to try to maintain compliance as good as possible. It is not known whether using social media like Facebook and Twitter can facilitate this, but we wish to explore this.

2. To encourage participants to complete and return study follow-up questionnaires. We wish to get as complete follow-up as possible and therefore wish to see if the use of social media can remind participants of the importance of this and encourage them to complete and return follow-up questionnaires.

3. Highlight matters of interest to study participants. There may be interesting findings from other research in the field of diabetes and cardiovascular disease which we think our participants may like to hear about. It may be that participants would feel more positively about the trial if it felt that it was keeping them informed about related issues that may be relevant to them. Any research findings would be from publications in peer-reviewed journals and any articles would be approved by the study PIs (who are all medically qualified) and would include the point that any changes in their treatments, lifestyle etc. should always be first discussed with their doctor.
As it is not feasible to gain ethics approval for every “tweet” or Facebook post that the study may create, we wish to seek approval for establishing these accounts and informing our participants of it. In due course we would be happy to inform the committee of the number of “followers” that the study has and any other related data that may be of interest.
