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allow the investigator to know the treatment group 
before the patient is recruited into the study. 
Examples of  these include randomization by hospital 
number, day of  the week, or "preference of  the anaes- 
thetist." These may lead to selection bias that favours 
the "experimental" treatment by as much as 41%. 4 
Most RCTs stated that the groups were chosen "ran- 
domly" but did not detail the randomization scheme 
(73%-see Table). Schulz etal. found that in their sam- 
ple of  obstetrical RCTs, the odds ratios were exagger- 
ated in favour of  the experimental group by 30% when 
the method of  randomization was not reported. 4 

Double-blinding was either not reported or inade- 
quately reported in 46% of  our sample (Table). 
Inadequate blinding may lead to a bias in favour of  the 
experimental group of  17%. 9 

Withdrawals from the study after randomization 
were only documented in 39% of  papers. It is impor- 
tant for withdrawals to be described for several rea- 
sons. The withdrawals may have occurred because of  
the treatment and therefore some treatment failures 
were excluded from the analysis. This would clearly 
bias the results in favour of  the alternative group. 
Additionally, if there were many withdrawals com- 
pared with the number of  subjects in the study, there 
may be a threat to randomization. 

There was no change in the quality of  RCTs over 
time. This may be because some years contained too 
few RCTs to analyze. In addition, some trials may not  
be reported for some years after completion. I t  would 
be interesting to follow the trend in quality forward to 
determine if improvement in quality over time could 
be demonstrated. 

The quality of  RCTs differs among journals. This 
may be due to differences in the rigor of  the peer review 
process and instructions given to authors 9 and review- 
ers. Recently, some journals have ensured that each trial 
undergoes a statistical assessment before being accepted 
for publication) ~ Another approach may be to give 
explicit instructions to authors to report their method- 
ology fully so that readers can assess whether or not the 
best possible study quality was employed. II Similarly, 
reviewers should consider markers of  quality and the 
possibility of bias due to study design when recom- 
mending acceptance or rejection of  RCTs. 

Sensitivity analysis is a method of  evaluating the sta- 
bility of  conclusions based on assumptions made in 
the analysis. 2 Sensitivity analysis could be applied to 
RCTs used for meta-analysis based on the quality of  
the study to determine if quality has an effect on the 
conclusions. I f  including poor quality studies has an 
effect on the outcome of  the analysis, an argument 
could then be made to exclude these trials from the 
analysis or, perhaps more appropriately, to advise can- 

tious interpretation of  the results. Therefore, to 
increase the reliability of  a meta-analysis, sensitivity 
analyses based on quality should be performed. 

In summary, a broad MEDLINE search strategy 
seeking RCTs in obstetrical .anaesthesia failed to 
recover 35% of  the relevant studies. Many of  those 
found were inadequately reported and likely to be 
flawed and biased in favour of  the experimental group 
because of  inadequate study design. Care must be 
exercised when including studies o f  low quality in 
meta-analyses and sensitivity analysis should be per- 
formed to determine the effect of  quality on outcome. 
The peer review process should ensure rigorous assess- 
ment and adequate reporting of  basic study design 
quality before publication of  an article is permitted. 
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ADDENDUM 
References to each article retrieved are available from 
the authors upon request. 


