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Efficacy, safety, and adverse effects of finasteride and dutasteride in
treating benign prostatic hyperplasia: A retrospective cohort study
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Abstract

Background and objective: Symptomatic benign prostatic hyperplasia (BPH) results in
several symptoms including the lower urinary tract symptoms. Consequently, BPH may
affect the bladder and finally the kidneys. There are various pharmacological options
for the treatment of BPH including 5-Alpha Reductase Inhibitors (5-ARIs) (finasteride or
dutasteride). Recent researchers have demonstrated that using 5-ARlIs for treating BPH
may have unfavorable adverse effects. Therefore, this study aimed to compare finasteride
and dutasteride in terms of their efficacy, safety, and adverse effects.

Methods: This retrospective cohort study included 170 patients, 77 patients who received
finasteride and 93 patients who received dutasteride, the data obtained retrospectively
from medical databases and file sheets were reviewed and selected according to inclusion
and exclusion criteria followed by the comparison between two groups regarding baseline
characteristics, prostate volume and the incidence of adverse effects.

Results: Similarity observed between two groups at baseline characteristics. Statistically,
no significant differences were identified between dutasteride and finasteride in the
reduction of prostate volume. However, dutasteride and finasteride significantly reduced
prostate volume at 1-year follow-up. No significant differences were observed between two
agents regarding the incidence of adverse effects.

Conclusion: Finasteride and dutasteride improved lower urinary tract symptoms (LUTS) at
one-year follow-up by reducing prostate volume. The incidence rate of adverse effects for
finasteride and dutasteride was similar over one year.

Keywords: Adverse; Benign prostatic hyperplasia; Dutasteride; Finasteride; Volume.

Introduction Aside from non-pharmacological
Benign prostatic hyperplasia (BPH), is treatments (surgical procedures), currently,
a common disease in men, it is a there are various pharmacological options
nonmalignant proliferation of smooth for the treatment of BPH, including;
muscle and epithelial cells also known alpha-blockers, 5-alpha reductase
as benign prostate enlargement (BPE).' inhibitors, phosphodiesterase inhibitors,
Clinically, BPH is known as prostate anticholinergics, beta-3 agonists, or
adenoma/adenomata and results in several  combination therapy."**®

symptoms including nocturia, frequency, Alpha-adrenoreceptor antagonists (ABs)
urinary retention, urgency, straining to and 5 a-reductase inhibitors (commonly
urinate, and a weak urinary stream abbreviated to as 5-ARIs), either alone
(referred as to lower urinary tract or in combination, are the first-line
symptoms) that may affect the bladder  pharmaceutical therapy for treating
and finally the kidneys.? These verity of  moderate-to-severe LUTS-associated
symptoms increases with age and lower BPH." Finasteride and dutasteride are
quality of life, in untreated cases.’ two commercially available, clinically
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authorized 4-aza steroid
inhibitors that work by inhibiting the
5 a-reductase (5-AR) which s
responsible for converting testosterone
to dihydrotestosterone (DHT)."" Thus,
Finasteride and dutasteride reduce
prostate volume byblocking the conversion
of testosterone to DHT."?™

Finasteride selectively inhibits the Type 2
isoenzyme of (5-AR) whereas dutasteride
inhibits both Type 1 and Type 2 (5-AR).">"®
Theoretically, dutasteride induces a greater
reduction in DHT hormone than finasteride,
as it targets Type 1 and Type 2 (5-AR)."
However, finasteride is most efficient in
men with enlarged prostates and the most
rigorous symptoms and is also permitted
for the treatment of male-pattern hair
loss (androgenetic alopecia) and vertex
baldness at a low dose (1 mg)."™
Additionally, the most recent clinical trials
discovered that the side effects of
dutasteride, primarily erectile dysfunction,
ejaculation disorder, and decreased libido,
limited the drug's efficacy.' Information
on the side effects (sexual function,
Gynecomastia, depression, and quality of
life) of finasteride and dutasteride is still
contradictory.”®?' This study aimed to
compare the effectiveness, safety, and side
effects of finasteride and dutasteride, in
patients with BPH.

The objective is to evaluate the efficacy,
safety, and adverse effects of (0.5 mg)
dutasteride and (5 mg) finasteride for
treating BPH patients in Erbil city.

Methods

Study design and data collection:

This retrospective cohort study was
performed in Erbil city- Iraq. The medical
databases and case files from (Jan 2019)
to (Mar 2022) were used for collecting
data retrospectively which was followed
by reviewing and comparing between two
groups (patients who received finasteride
were considered as group 1,and patients
who received dutasteride were considered
as group 2). This study included 170
patients, 77 patients in group 1 and 93

competitive

patients in group 2, who were diagnosed
with BPH and visited the clinic at 3, 6, 9,
and 12-month follow-ups.

Inclusion criteria: Inclusion criteria were
based on the age at baseline,
history, physical examination, laboratory
investigations, and International prostate
symptom score (IPSS). Patients with
a follow-up history of 12 months were
included in this study, their age range
was between (45-75 years), their prostate
volume was (230 cm®), an international
prostate symptom score (IPSS) of (8-30),
postvoid residual assessment (PRA) <125
mL, maximal flow rate (Qmax) < 15 mL/s,
and prostate-specific antigen (PSA) <4.0
ng/ml.

Exclusion criteria: patients with confirmed
prostate carcinoma, neurogenic bladder
disorders, renal failure, bladder calculi,
orurethral stenosis. Prostate volume was
chosen as the study's main outcome.
Therefore, prostate volume, clinical
symptoms, and IPSS measured at the
first screening visit, 3, 6, and 12-month
follow-up for all patients in both groups.
This study also addressed adverse effects
at the last follow-up (1 year) including
sexual function disorder, loss of libido,
impotence, ejaculation disorders,
gynaecomastia, hypertension, prostate
surgery, and prostate cancer.

Statistical analysis: We used software
package of social science SPSS version
25 (IBM Corp., Armonk, NY, USA), for
the statistical analysis. The results of the
present study were given as a percentage
and/or mean t standard deviation.
Unpaired t-test and Chi-square test
were used, and the P-values of < 0.05
was considered to indicate statistical
significance.

Results

Overall, retrospectively data collected from
medical records for 170 patients with BPH
who either received finasteride (n = 77) or
dutasteride (n = 93), patient characteristics
at baseline were similar between the two
groups and there were no statistically
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significant differences observed regarding group, respectively. The finasteride and
age, prostate volume, IPSS, QoLS, Qmax, dutasteride significantly reduced prostate
PVR and PSA, as shown in Table 1. volume in treated patients with BPH, in one
The mean of prostate volume at the -year follow-up as shown in Table 2.

first screening visit was (60.51 ml) and

(62.44 ml) in the finasteride and dutasteride

Table 1 Characteristics of both groups at the first visit

Characteristics Group 1(n=77) Group 2 (n =93) P-value
Mean (SD) Mean (SD)

Age (year) 59.42 (8.96) 62.67 (8.01) 0.302
45-80 50-80

Prostate size (ml) 60.51(9.10) 62.44 (7.76) 0.095
45-75 50-75

IPSS (score) 19.09 (6.84) 19.45 (6.55) 0.341
8-30 8-30

PVR (M) 90.31 (23.21) 103.44 (27.95) 0.068
50-130 60-150

PSA (ng/ml) 3.28 (0.43) 3.21 (0.45) 0.403
2.5-4 2.54

SD = Standard Deviation, IPSS = international prostate symptom score, Qmax = maximal flow rate,
PVR = postvoid residual assessment, and PSA = prostate-specific antigen. Unpaired t-test was used.

Table 2 The effectiveness of finasteride and dutasteride in the reduction of prostate
volume

Group Baseline 12 months Difference P-value
Drug N Mean (SD) Mean (SD)

Finasteride 77 60.51 (9.10) 33.46 (5.33) -27.050 < 0.0001
Dutasteride 93 62.44 (7.76) 30.90 (4.59) -31.540 < 0.0001

SD = Standard Deviation.
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According to the results presented in
Table 3, there was no significant
differences between the two groups in
term of prostate volume at baseline and
reducing prostate volume in studied
periods (3, 6, and 12-month follow-up).
This study also investigated the incidence
rate of adverse effects in both groups and
compared them as shown in Table 4.

Differences were observed between the
two groups in terms of sexual function
disorder, loss of libido, impotence,
ejaculation  disorders, gynaecomastia,
hypertension, prostate cancer. However,
statistically, no significant differences were
observed between the two groups
regarding the incidence rate of adverse
effects.

Table 3 Mean prostate volume of the two study groups at different times of the study

Prostate volume

Time of tests Finasteride (n =77) Dutasteride (n = 93) P-value
Mean (SD) Mean (SD)
Baseline 60.51 (9.10) 62.44 (7.76) 0.095
3 months 51.53 (5.55) 50.35 (6.19) 0.125
6 months 45.19 (5.80) 41.18 (5.81) 0.626
12 months 33.46 (5.33) 30.90 (4.59) 0.122
SD = Standard Deviation. Unpaired t-test used.
Table 4 The incidence of adverse effects in both groups, 1-year follow-up
Adverse effects Finasteride (n = 77) Dutasteride (n = 93) P-value*
No. (%) No. (%)
Sexual function disorder 8 (10.3%) 6 (6.45%) 0.353
Loss of libido 5 (6.49%) 4 (4.30%) 0.525
Impotence 6 (7.79%) 5(5.37%) 0.524
Ejaculation disorders 3 (3.89%) 2 (2.15 %) 0.503
Gynaecomastia 1(1.29%) 0 (0%) 0.270
Hypertension 1(1.29%) 1(1.07 %) 0.893
Prostate surgery 3 (3.89%) 2 (2.15%) 0.503
Prostate cancer 2 (2.59%) 1(1.07 %) 0.453

*By Chi-square test.
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Discussion

It is challenging to evaluate outcomes for
various treatments in real-life conditions
because observational studies to date
have tended to concentrate on individual
therapy.? Comparative large-scale studies
are therefore required to assess the variety
of treatments used to treat LUTS/BPH in
everyday practice and to enable treatment
results to be compared. For this purpose,
the present study aimed to compare (0.5
mg) dutasteride and (5 mg) finasteride in
terms of their efficacy, safety, and adverse
effects among treated patients with LUTS-
associated BPH at the period of 1-year
follow-up.

The significant improvements observed in
both groups regarding the prostate volume
compared to the baseline characteristics
and prostate volume at 3, 6, and 12-month
follow-ups. However, similar reductions
in prostate volume were achieved by
dutasteride and finasteride therapy, and no
significant  differences were observed
between the two groups. This finding is
inline with the findings of a previous
study.”® However, this finding disagrees
with earlier meta analysis findings
that suggested dutasteride would be
more effective than finasteride in clinically
improving Qmax in BPH patients.?*

Recent researchers have demonstrated
that using 5-ARI for treating BPH may
have unfavorable adverse effects, including
erectile dysfunction, ejaculation disorder,
and decreased libido, and impotence.??’
Additionally, research on both humans and
animals suggests that the central effect of
5-ARI, specifically its capacity to inhibit
the levels of some CNS neurosteroids
likely involved in the regulation of
sexual desire and erection, may play
a role in the onset of undesirable sexual
effects following treatment.??

However, the recommendation of these
medications (5-ARl) is still regarded as
the optimum course of treatment for BPH
despite all the adverse effects documented
in the literature.>*

Theoretically, dutasteride induces a greater

reduction in DHT hormone than finasteride,
as it targets Type 1 and Type 2 (5-AR)."®
The present study found no significant
differences between the two groups
regarding the incidence rate of adverse
effects at 1-year follow-up. Corresponding
results were reported by.*'? Therefore,
higher DHT reduction from inhibiting both
types (type 1 and 2) of 5-AR than from
inhibiting just type 2 of 5-AR does not
increase adverse outcomes. According to
a systematic review and meta-analysis
study, dutasteride and finasteride appear
to have comparable rates of side effects,
particularly in terms of sexual adverse
events.®

The present study compared dutasteride
and finasteride in a 1-year period of
follow-up which may limit the ability to
detect significant differences between
the two groups due to the long-term,
progressive nature of BPH. Regarding
the clinical trials, LUTS-associated BPH
continues to improve over time by 5-ARI.*

Conclusion

The results of this study demonstrate
that there were no significant differences

between finasteride (group 1) and
dutasteride (group 2) regarding the
reduction of prostate volume and

improvement of LUTS-associated BPH
at one-year follow-up. Additionally, the
incidence rate of adverse effects between
the two groups was similar over one year.
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