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moderate to severe COPD improved lung function, quality of life, and
hospitalisation rates but did not statistically influence exacerbation rates,
a study has shown.
A total of 449 patients with moderate or severe COPD were randomised

one year’s treatment with tiotropium plus placebo, tiotropium plus salme%@

Q dding fluticasone/salmeterol to tiotropium therapy in patients with

tiotropium plus fluticasone/salmeterol.
Results showed that nearly two-thirds (62.8%) of patients tre

tiotropium plus placebo experienced an exacerbation, whlch wa
rate in patients given tiotropium plus salmeterol (64. 8% pl
sone/sal 2

fluticasone/salmeterol (60.0%).

Further results demonstrated that tiotropium plugflu
improved lung function (p=<0.049) and dise e&%&
P

and reduced the number of hospital admm%?
rate ratio, 0.53 [Cl, 0.33 to 0.86]) and %

ratio, 0.67 [Cl, 0.45 to 0.99]) com iotropi
In contrast, tiotropium pl rol did
function or hospitalizatio ?Qmpared wit

tistically improve lung
pium plus placebo.

Addition of fluticasone/salmeterol to tiotropium therapy may improve lung
function, quality of life, and hospitalisation rates in patients with moderate
to severe COPD but will not influence rates of COPD exacerbation.
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The purpose of this series is to help you to understand
research concepts by breaking them down into ‘bite-sized
chunks’.
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DOUBLE BLIND RANDOMISED CONTROLLED TRIAL
The phrase ‘double blind randomised controlled trial’ is common in

research journals but what does it meaQ
* What is a ‘trial’? <§(
In order for the effectiveness of @e entions (e.g. drugs, treatments
or diagnostic methods) to be e d they need to be tried out or
‘trialled’. Research desig st an intervention is therefore called a
trial. \/
* Why is a trial ‘c led’?
Trials evalua

from us
plac

ew interventions on patients differ
place@ ctive substance). The usual care or
e cont dard against which the new intervention is

N to run a controlled trial to test the effectiveness of a
n

ne tment. The intervention and control groups should be as
similax,as possible at the start so that any differences at the end of the
can be attributed to the new treatment. The best way of doing

) ﬁis is to randomly allocate patients to receive either the new drug or

usual care.
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* Why is it the randomised controlled trial ‘double blind'?
This means that the patients included in the trial and the researchers
handling the data do not know (are blind to) which group patients are in.
You might like to ponder why this might be, and whether it is always
possible to achieve in clinical trials. These questions will be addressed in
the next article.
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