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Plain language summary

Randomised controlled trials help us decide whether new health-care approaches are better than 
those in current use. To successfully complete these on time and within budget, there is a constant 

need to review and revise the procedures used for delivering various aspects such as invitation, 
enrolment, follow-up of participants, delivery of the new test, data collection, and analysis. We report 
on the processes used in the United Kingdom Collaborative Trial of Ovarian Cancer Screening, one of 
the largest such trials. The United Kingdom Collaborative Trial of Ovarian Cancer Screening enrolled 
over 202,000 women (2001–5), delivered over 670,000 yearly screens (2001–11) and followed all 
participants until 2020. Key to our successful completion were the involvement of senior investigators 
in day-to-day running of the trial, a pre-emptive approach to issues, a willingness to innovate, and the 
use of technology. Our underlying ethos was that trial participants should always be at the centre of all 
our processes. We ensured that they were able to always contact either their local or the central team 
for clarifications and rescheduling of appointments. To facilitate this, we shared participant contact 
details (with consent) with both teams. We built a comprehensive electronic system to manage all 
aspects of the trial. This included online forms that the teams completed in real time (resulting in an 
almost paperless trial) and systems to check and manage trial processes and track blood samples. We 
automated key steps such as checking whether participants were eligible, assigning correct action based 
on results of screening tests, scheduling appointments and printing letters. As a result, all participants 
were treated as set out in the trial plan. Our engagement with participants ensured that they continued 
participating and we had a low rate of complaints. We faced issues with regard to our initial trial design 
and the way we planned to analyse the data. We feel that our solutions are highly relevant, especially as 
there is a renewed focus on trials for early detection of cancer. 
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