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Methods  

Aim of study   To assess the efficacy of osteopathic manual treatment 
and therapeutic ultrasound for chronic low back pain 

Design Randomized clinical trial 

  

Reasons not to cite as evidence 

- The major liability involves an unplanned interim analysis which led to the study’s early 
termination for benefit 

- The authors cite Pocock 2006 as the authority for stopping the trial, due to the fact that the p 
value of 0.003 had crossed the O’Brien-Fleming stopping boundary of p=0.005 

- However, it is clear from the Pocock article that the stopping boundaries apply to planned, 
not to unplanned analyses 

- The stopping early for benefit therefore creates a risk of bias for the study conclusions, 
which should not be cited as evidence for the guideline 

- In addition, the study excluded workers’ compensation participants from enrolling, making 
the study population different from that which would be most relevant to a workers’ 
compensation guideline 
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