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Abstract
Background & Objectives: Benign prostatic hyperplasia (BPH) is one of the most

common diseases in men. It is associated with adverse outcomes such as urinary
problems, severe burning and pain, and sexual problems. Dutasteride and
Finasteride drugs are recommended as common treatments for this disease. This
study aimed to assess gDutasteride compared with Finasteride in terms of safety,
efficacy, and cost-effectiveness and analysis of ethical, organizational, social, and
legal aspects.

Methods: This study was carried out in three stages. In the first stage, a systematic
review study was performed to assess the safety and efficacy of Dutasteride and
Finasteride. For this purpose, PubMed, Scopus, Web of Science, Embase, and
Cochrane Library databases were searched until December 2017. Cochrane tools
and JADAD scales were used to assess the quality of the studies. RevMan software
version 5.3 was used for meta-analysis. In the second stage, using the cost-
effectiveness analysis method, the economic dimension of technology was
assessed. For the cost-effectiveness analysis, local costs were calculated in standard
costing and compared with the costs of the current situation strategy (i.e.,
Finasteride). The perspective of the study was considered an insurer or a third-party
payer. Markov decision analysis model was used for modeling. In the end,
sensitivity analysis was performed for uncertain parameters. TreeAge software was
used for cost-effectiveness analysis. Finally, to assess this technology's social,
ethical, organizational, and legal aspects, twelve semi-structured interviews with
knowledgeable people in the production, distribution, and consumption of two
drugs and managers, health authorities, and insurance policymakers were carried
out. The key informants were selected using a purposeful sampling method with a

snowball sampling strategy. Findings were analyzed through the combination of



173

conventional, directed and cumulative content analysis methods and using
MAXQDA 2018 software.

Results: Twenty-six studies had the inclusion criteria for meta-analysis. The meta-
analytic findings showed that Dutasteride and Finasteride were more effective than
placebo in reducing prostate volume, maximal urinary flow, dihydrotestosterone,
prostate-specific antigen, and the American Urological Association score. Also,
based on comparing the two drugs head-to-head, no significant difference was
observed between the two drugs for efficacy outcomes (reduced prostate volume
and maximum urine flow) and adverse events. The average cost of treatment of
benign prostatic hyperplasia with Dutasteride and Finasteride per year was
316,830,989 Rials and 446,067,039 Rials, respectively. Also, the quality-adjusted
life years for Dutasteride and Finasteride were 27.7 and 26.6 QALYS, respectively.
The incremental cost-effectiveness ratio was equal to 11784731- Rials per year of
quality-adjusted life. In the qualitative section, the frequency of subsets related to
the themes of the production system, moral, and social aspects were 14 and 6
categories, and 3 codes, respectively. The laws on equal access and distribution "in
the context of the production system", “attention to moral, religious and cultural
aspects”, "harms and benefits" in the moral context, and "reduction of sexual
desire" in the social context have the most codes.

Conclusion: The findings of this study showed that both drugs are effective and safe
in patients with benign prostatic hyperplasia. Also, the efficacy of the two drugs
was the same. In comparison with Finasteride, Dutasteride is a cost-effective
strategy in treating patients with benign prostatic hyperplasia in Iran. By ethical
perspective patients do not have freedom of choice in choosing their drug due to
the patriarchal view of medicine, and sexual issues should always be considered by

physicians and patients in the use of both drugs in social consideration. The equal
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distribution of dutasteride in Iran requires the special attention of health authorities,
managers, and policymakers.
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