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In RCTs using subjective outcomes, blinding of patients
to treatment allocation is recommended. It is unknown
whether two or three-group trial designs influence
blinding success. We examined the success of blinding
patients within a three or two-group pilot RCT in
surgery.
Cancer centres randomised patients to a three or twogroup trial comparing: (i) standard open surgery; (ii)
combination open and keyhole surgery, or (in one centre); (iii) totally keyhole surgery. Feasibility of blinding
patients for seven days post-surgery to minimise bias in
pain assessments was explored by using identical wound
dressings covering all incisions. On days two and six,
patients completed the Bang Blinding Index (BBI). This
measures blinding success by asking patients to guess
their treatment allocation. Scores range from -1 (more
wrong guesses than expected) to 1 (more correct
guesses), with 0 indicating perfect blinding (random
guessing). Results were compared between the three and
two-group studies.
The study recruited 70 patients (42 and 28 three and
two-group respectively). Data indicated successful blinding in the three-group study, with fewer patients than
expected guessing correctly (day two BBI scores by
group (i)0.00, (ii)0.14, (iii)-0.13; day six: (i)-0.13, (ii)0.38,
(iii)0.04). In the two-group study, slightly more patients
became unblinded, with more than expected guessing
they had combination surgery (day two: (i) -0.73, (ii)
0.35; day six: (i) - 0.25, (ii) 0.57).
This pilot study successfully blinded patients in a
three-group study. However, in the two-group study
more patients had become unblinded. This suggests that
blinding is more successful in multi-arm studies.
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