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PLAIN LANGUAGE SUMMARY: UNDERTAKING STUDIES WITHIN A TRIAL TO EVALUATE RECRUITMENT

Plain language summary

Aims of the research

A Study Within A Trial is a research study nested inside a larger ‘host trial’, promoting the use of Studies 
Within A Trial aimed to do Study Within A Trial routine practice in clinical trial units by funding and 
supporting at least 25 Studies Within A Trial.

Background

The best way to test health and social care treatments is to do a randomised controlled trial (‘trial’), 
where some patients get the treatment being tested and some do not. The results of different groups 
are compared to see if the treatment improves care. Recruiting patients and keeping them involved in 
trials is often very difficult. Research teams often do not know how best to recruit and keep patients 
engaged as the methods have not been tested to see if they work. The best way to test these methods is 
by doing a Study Within A Trial. We test a programme of Studies Within A Trial for recruiting and keeping 
patients engaged in trials.

Methods

Trial teams were able to apply for funding of up to £5000 and receive support from Promoting the use 
of Study Within A Trial team to do Studies Within A Trial. We used our experience of doing Studies 
Within A Trial to outline lessons learnt for doing Studies Within A Trial.

Results

We funded 42 Studies Within A Trial and gave teams necessary advice to do them. We significantly 
increased the knowledge for both recruitment and retention strategies, and found ‘pre-notifying’ before 
sending questionnaires, sending pens and personalised text messages were all effective for increasing 
responses by participants. We tested Studies Within A Trial across several different trials at the same 
time to find out more quickly whether their methods worked. We highlight key lessons learnt to guide 
others doing Studies Within A Trial, including involving patient partners; picking the right strategy to 
test; getting ethical approvals; how to do and report Studies Within A Trial.

Conclusions

Promoting the use of studies within a trial was successful and supported more Studies Within A Trial 
than planned. We hope our experience will support those doing Studies Within A Trial in the future.
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