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PACE trial: Re'Plies to queries of Health Services and Public 
Health Research Board 

"Randomised controlled trials of adequate size, using standard case 
definitions, eligibility criteria, and baseline and outcome assessments, could 
be used to evaluate one or more of the interventions which have been shown 
in one or more trials to have a benefit." 

(Paragraph 12 (page 4) of summary of Draft Strategy Consultation Document 
of MRC CFS/ME Research Advisory Group, 17.12.2002). 

Summary of responses 

1. Recruitment and retention
We have further developed strategies that will ensure optimal recruitment
and retention of subjects in the trial. We are adopting a position of
equipoise regarding the possible outcomes and therefore choice of
treatments. On the basis of both our clinical and trial experiences and our
discussions with Action for ME, we are confident that most potential
participants will accept any of the treatments.

2. Power analyses
Further power calculations have been done for a variety of possible
outcomes and for both predictor and process variables. We have
concluded that we should keep equal numbers of subjects in all four arms
of the trial and have provided detailed justification for this decision.

3. Outcome measures
We- have radically reduced the number of outcome measures in order to
both diminish the burden on subjects and maximise the amount of key
outcome data collected.
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APPENDIX 

Table: Outcome values 1 vear after treatment onset from previous trials 
N.B. All analyses by intention to treat. Figures in bold italics (underlined) are 
estimates. Other figures are data taken from previous trials. 

UMC APT GET CBT 
Chalder scale 11 (10-11) > 11 > 7 11 (10-11) > 3 10(1)>4(4) 
mean (SD or 10 (9-11) (2-5) 
95% Cl) 
scores at 
baseline and 
one year* 
% subjects 1!l.z. (6% at 30 (18% at 6112) 60 
improved by 6/12) 
Chalder 
fatigue scale 
SF36 physical 25 (19) > 72 
function (PF) (28) 
mean (SO) 
scores at 
baseline and 1 
year$ 

% subjects 6 10 69 63 
much 
improved by 
SF 36 PF 
% subjects 12,23 30 63, 70 50,60,63 
"much 
improved" by 
self-rated CGI 
% treatment 3,6 10 9, 17,37 0, 10,36 
drop-outs 

*Chalder fatigue scale scores: 11 = maximum, 3 or less= population normal energy
i_SF-36 physical function sub-scale scores: 0 is total disability, 90 = UK population
mean functioning.

N.B. Although we have used these data, along with estimates 
of clinically important differences, for the purposes of our 
power analyses, we stress the uncertainty in much of these 
data, which are based on small, usually single centre studies 
undertaken by enthusiastic leaders for particular therapies. 

Studies from which these data were derived: 

COGNITIVE BEHA VJOUR THERAPY 

Sharpe et al, 1996 RCT of CBT versus UMC 
This study did not use the SF36 or the Chalder scale. By CGI at one year, 60% were 
much better after CBT versus 23% after UMC. 
No subjects dropped out of CBT and 1 /30 (3%) dropped out of UMC. 






