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Please note that the following text is not an accurate reproduction of the minutes of 
the online session. They have been extensively edited to make it more informative 
and useful to readers.

What is your take on the primary outcome? Would you have chosen another outcome?

The primary outcome was likely chosen based on previous available literature. It is a 
reasonable choice. However, pain in the first 24h is generally influenced by multiple other 
variables including the anaesthetic, use of other medications etc. Pain following these 
procedures usually lasts several days to weeks and this can significantly affect well being 
and aggravate constipation. From a clinical perspective, it may be more appropriate to 
have had a primary outcome that encompasses pain over a longer period of time (as for 
example in the week after surgery). This may have been less practical from the point of 
view of organising the trial and doing sample size calculations.

What do they mean by ‘double blind’? Were treatment providers blinded? Could triple 
blinding have helped?

The trial is reported as a ‘double blind’ trial. However, reviewing the methodology it 
appears that this is a triple blinded RCT: 

● Patients are blinded to the intervention (single blinded)
● Patients and treatment providers are blinded to the intervention (double blinded)
● Patients, treatment providers and outcome assessors are blinded to the intervention 

(triple blinded)

Was success of blinding measured? Could this have enhanced the study design?

The success of blinding is not specifically reported by the authors, it could have enhanced 
the study design.

What was sample size calculations based on and is this important?

The sample size calculation was based on previously reported outcomes and assuming a 
30% difference in perceived pain at 24h. Sample size calculations are vital in the design of 
good quality randomized controlled trials for a number of reasons, some of which include 
the reduction of type II error and avoiding the cost and and logistics of running 
unnecessarily large trials.

Is there any detail on the type of randomization technique employed?

The authors specify the use of an online service for randomisation, no further details are 
provided. Given the 1:1 nature of the randomisation and equal numbers obtained in the 
two groups, it can be assumed that this was performed using the ‘block/permuted 
technique. It is not clear if randomisation was stratified as well.



Should the subgroup analysis be ignored and if so, why?

Data generated from subgroup analysis may be relevant to clinical practice. It is important 
to remember, however, that the study is not powered to detect a statistically significant 
difference in the RA/GA subgroups. Therefore failing to identify a significant difference 
between groups is possibly due to a type two error. Results of subgroup analyses should 
therefore be interpreted with caution and considered to be exploratory.

When was QoL measured and is this relevant?

QoL was measured before surgery and 14 days after surgery. It is relevant because quality 
of life indicators generally reflect parameters over relatively long periods of time and are 
better avoided during the immediate postoperative period as they will be significantly 
influenced by several other parameters relating to surgery.

How do you decide which randomisation method you use before the trial? and if the 
chosen randomisation method resulted in unbalanced groups, how do you deal with it?

If the randomisation process results in unbalanced groups, it is usually a result of ‘simple 
randomisation technique’. To avoid this, most trials nowadays would adopt block +/- 
stratified randomisation technique. 

Can block randomisation influence the success of allocation concealment? 

In theory, block randomisation can make allocation concealment difficult, especially if the 
sizes of the blocks are small and fixed. A simple method to prevent this from happening is 
the adoption of random block sizes.
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