
1 3

World J Urol
DOI 10.1007/s00345-014-1300-y

Letter tO the eDItOr

Efficacy and safety of dutasteride for the treatment 
of symptomatic benign prostatic hyperplasia (BPH): a systematic 
review and meta‑analysis

Luca Cindolo · Mario Alvarez‑Maestro · 
Roberto Castellucci · Luigi Schips 

received: 17 March 2014 / Accepted: 6 April 2014 
© Springer-Verlag Berlin heidelberg 2014

prescriptions databases, civil registries, hospital discharge 
records) have been widely used to conduct pharmaco-epi-
demiological study, to estimate outcomes, to help design 
and conduct trials, or to examine whether the expected 
outcomes observed in rCts reflect the real-world treat-
ment settings in unselected populations [3]. In this sce-
nario, a research using linked administrative databases is 
able to provide important contributions to public health 
research [4] because of easy access to large cohorts, lower 
costs, and ability to span multiple years (long follow-up) 
and health care settings. even though the authors stated 
that the aim of the study was to summarize on the effi-
cacy and Aes of dutasteride, they concluded (without any 
long-term comparative effectiveness analyses between 
finasteride and dutasteride) that the two drugs were simi-
lar with regard to their efficacy and safety profiles, and 
that other factors like drug cost and individual preference 
should be taken into consideration in molecule selection. 
In this context, it is important to remind the readers that 
in lack of valuable, prospective, long-term comparator 
studies, several retrospective analyses of administrative 
databases are available in the literature [5–7] which may 
provide a different perspective. In Issue 31 of this Jour-
nal [8], we published our research in which, following a 
rigorous methodological approach, we assessed the likeli-
hood of BPh-related hospitalization and surgery using a 
record linkage analysis [8]. Using a multiple Cox propor-
tional hazard model, a propensity score-matched analysis 
and a 5–1, greedy 1:1 matching algorithm, we concluded 
that the clinical effects of dutasteride and finasteride 
might be different: patients treated with dutasteride were 
less likely to experience BPh-related hospitalization (hr 
0.75, 95 % CI 0.58–0.98). Moreover, we extended our 
analysis to a larger cohort and demonstrated, also using 
an annual budget impact modelling, that slight differences 

Dear editor,

We read the article by Park and Choi [1] with great inter-
est. the authors reviewed the comparative effectiveness 
and safety of dutasteride performing a systematic review 
and meta-analysis of the relevant literature. they focussed 
on urinary symptoms improvement, urinary peak flow var-
iations, serum testosterone and dihydrotestosterone levels, 
and total prostate volume; they reported the incidence of 
adverse events (Aes) and treatment withdrawal due to 
Aes. the authors concluded that dutasteride was superior 
to placebo in improving the quality of micturition (symp-
toms and urodynamic parameters) with a higher Aes rate. 
Unfortunately, they did not examine the mid- to long-term 
clinical outcomes in patients treated with dutasteride and 
no data on clinical progression (acute urinary retention, 
BPh-related hospitalization) were reported; thus, the main 
clinical benefits of 5-alpha reductase inhibitors remained 
not evaluated. randomized controlled trials (rCts) and 
the subsequent meta-analyses are widely accepted as the 
best way to assess the outcomes and safety of medical 
interventions, but sometimes they are not feasible, or lim-
ited in their generalizability. Moreover, as pointed out by 
the authors, the rCts were often sponsored by the manu-
facturers and contain an intrinsic bias to draw proindustry 
conclusions and drug approvals [2]. Moreover, routinely 
available data coming from administrative databases (drug 
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in clinical and economic outcomes between dutasteride 
and finasteride-treated patients do exist, even if with all 
the inherent limitations of the real-life studies [9].

Generally speaking, we feel that the increasing availabil-
ity of administrative data and of algorithms for identifying 
specific diseases and comorbidities makes the assessment 
of health care delivery and quality of care easier to use 
and can support the clinical judgement and the therapeutic 
choice.
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