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Aim 
To perform a pilot study to assess the viability of a 
major multi-centre study designed to evaluate the 
effect of intensive care management and pre-
operative fluid therapy on outcome from high-risk 
surgical patients undergoing major elective surgery.  
 
Project Outline/Methodology 
A single centre pilot study for a multi-centre 
randomised controlled trial of post-operative 
intensive care management and pre-operative fluid 
therapy in high-risk surgical patients undergoing 
major elective surgery. Patients underwent two 
randomisations, firstly to pre-operative fluid therapy 
where patients receive a large volume of fluid before 
surgery and secondly to go to intensive care or high 
dependency care after surgery. This method allows 
us to answer two important research questions in one 
trial. The major outcome measure for this pilot phase 
of this study was trial patient recruitment.  
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Key Results 
The total study duration was 20 weeks with a patient 
recruitment period was 15 weeks. During the trial 
period 151 patients underwent major elective body 
cavity surgery of which 41 (100%) met inclusion 
criteria. Of these 25 patients were recruited to the 
study of which 2 patients were unable to enter 
second randomisation due to a lack of intensive care 
beds. Ten patients were missed from the study and 
six patients refused consent.  One patient died in first 
month after surgery. The results demonstrate a 
recruitment rate of 1.6 patients per week and that 
only 0.15 patients per week were unable to undergo 
full trial randomisation. The trial interventions were 
acceptable to clinicians and patients with very few 
problems implementing and completing the study. 
 
Conclusions 
We have completed a successful single centre pilot 
study and have demonstrated the full study is both  

 
 
viable and achievable. The methods were acceptable 
to both clinicians and patients and was not associated 
with any significant patient side effects. We do not 
require to alter the trial protocol in light of the pilot 
data. We now intend to undertake a full multi-centre 
randomised controlled trial of intensive care 
management and pre-operative fluid therapy in high-
risk surgical patients undergoing major elective 
surgery.  
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What does this study add to the field? What does this study add to the field? 
The outcome from major surgery and the utilisation 
of expensive health care resources makes the 
research questions that the full study asks extremely 
mportant. This pilot study does not yet add to the 
field but demonstrates that the full study is both 
viable and achievable and that answers about these 
important areas can be gained by a multi-centre 
study.  
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Implications for Practice or Policy Implications for Practice or Policy 
As a pilot study the study does not have direct effects 
on practice and policy at this time. 
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Where to next? Where to next? 
Now we intend to apply for funding for the 
completion of the full multi-centre randomised trial to 
answer these important research questions. 
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