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The use of afala in patients with benign prostatic hyperplasia and moderate urination distur-
bances reduced the symptoms of the disease, improved urodynamic parameters, and increased
quality of life. Clinical efficiency of afala was comparable with the efficiency of Serenoa

repens extract (reference preparation).
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Lower urinary tract symptoms (LUTS), clinical manifes-
tation of benign prostatic hyperplasia (BPH), are typical
complains of male patients over age 50 years [2,4]. These
symptoms include difficulty of urination, weak and inter-
rupted urinary stream, a sensation of incomplete bladder
emptying, nocturia, etc. [6,7]. LUTS can led to sleep
disturbances and erectile dysfunction, and as a result to
considerable impairment of quality of life [1,6].

Surgical treatment is most effective in BPH, but
it is associated with a number of complications [5]
and can be contraindicated to elderly patients because
of concomitant diseases. Moreover, many patients re-
fuse surgical treatment and prefer less traumatic drug
therapy, especially in cases of mild and uncomplicated
urination disorders. Thus, in view of high prevalence
of BPH and the need in drug therapy in this condition,
the search and development of new drugs for con-
servative treatment of BPH symptoms are an urgent
problem of pharmacology.

Here we report the results of clinical study of the
efficiency and safety of afala (ultralow doses of an-
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tibodies to prostate-specific antigen) in comparison
with Serenoa repens (S. repens) extract in patients
with BPH.

MATERIALS AND METHODS

The study included 186 male patients aging 63.9+0.6
years with a history of BPH 5.3+0.3 years: 132 patients
received afala and 54 patients received S. repens. The
groups were comparable by initial characteristics.

Design of the study: randomized open compara-
tive study in parallel groups. The inclusion criteria
were: age 40-75 years; BPH verified by transrectal
ultrasonography (TRUS); moderate symptoms of uri-
nation disturbances: 8-20 according to [PSS question-
naire (International Prostate Symptom Score); maxi-
mum uroflow rate 5-15 ml/sec, prostate volume >25
cm?, residual volume of the urine <150 ml, serum
concentration of prostate-specific antigen <4 ng/ml,
and signed informed consent form. Patients who un-
derwent surgical interventions for prostatic or urinary
bladder pathologies and patients with severe concomi-
tant diseases were excluded from the study.

The patients were randomly divided into 2 groups:
group 1 patients received afala (2 tablets 4 times a
day) and group 2 patients received S. repens extract
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(320 mg once a day). The duration of treatment in both
groups was 16 weeks.

The efficiency and safety of treatment were evalu-
ated after 4, 8, 12, and 16 weeks. The efficiency of
treatment was evaluated by IPSS [3,5], uroflowmetry,
TRUS [5]; the safety of the test preparations was as-
sessed by the incidence and severity of undesirable ef-
fects against the background of therapy and dynamics
of laboratory parameters.

The significance of differences between the means
was evaluated by Student’s 7 test for dependent and
independent variables.

RESULTS

Therapy with afala reduced the severity of LUTS and
improved urodynamic characteristics and patient’s
quality of life. Significant changes in IPSS (total
score), quality of life index (QoL), and uroflowmetry
parameters: maximum and mean uroflow rates (Q_
and Q, , respectively) were observed as soon as by the
4th week of treatment: total IPSS and QoL decreased
by 12.9 and 13.5%, respectively, and Q _and Q_ in-
creased by 10.8 and 9.2%, respectively. At later terms
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Fig. 1. Number of patients with mild LUTS (IPSS<8; a) and minor
urination disturbances (Q,,,>15 ml/sec; b) in the studied groups after
16-week treatment. Open bars: afala; dark bars: S. repens.

(after 8 and 12 weeks) clinical parameters continued
to improve, the maximum changes were observed by
the end of week 16 (Tables 1-3).

Comparison of the results in the afala and S. re-
pens groups showed that these preparations were com-
parable by their efficiency (Tables 1-3). In patients

TABLE 1. Parameters Evaluated by IPSS Questionnaire during Therapy (M+m)

Duration of therapy, weeks
Parameter Preparation Initial
8 12 16

Total IPSS Afala 14.7+0.3 12.8+0.3*** 11.1£0.4*** 9.4+0.4*** 8.2+0.4***

S. repens 14.2+0.4 11.7£0.5*** 10.2+0.4*** 9.0+0.4*** 8.0+£0.4***
Quality of life
index (Qol) Afala 3.7+0.1 3.2+£0.1** 2.6+£0.1*** 2.2+0.1*** 1.7+0.1%%**

S. repens 3.5%0.1 2.9+0.1** 2.5+0.1%** 2.3£0.1*** 2.1£0.1%**

Note. Here and in Tables 2 and 3: *p<0.05, **p<0.01, ***p<0.001 compared to initial values; *p<0.05 compared to S. repens.

TABLE 2. Parameters of Uroflowmetry during Therapy (M+m)

Duration of therapy, weeks
Parameter Preparation Initial
8 12 16
Maximum
uroflow rate,
ml/sec Afala 10.2+0.2 11.3+0.3** 12.9£0.3*** 13.8+£0.4*** 14.8+0.4***
S. repens 10.4%+0.3 11.2+£0.4* 12.4+£0.5*** 13.5£0.4*** 14.1£0.4***
Mean uroflow
rate, ml/sec Afala 6.5%0.2 7.1x0.2** 7.9%20.2%** 8.2+0.2*** 9.0£0.2***
S. repens 6.1£0.3 7.0£0.3*** 7.7£0.3*** 7.920.3*** 8.2+0.3***
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TABLE 3. Results of TRUS during Therapy (M+m)

After
Parameter Preparation Initial 16-week
therapy
Volume of the
prostate, cm?® Afala 44.6%1.3 41.9%1.3**
S. repens 44.7+2.0 39.3+1.8**
Residual urine
volume, ml Afala 31.0+3.2 12.9+1.7***
S. repens 38.4+4 1 21.4x4.0***

receiving afala, the improvement of the quality of life
was somewhat more pronounced (Table 1). The de-
crease in the total IPSS (decrease in the severity of
urination disturbances) in patients receiving afala and
S. repens was 44.2 and 43.7%, respectively, the de-
crease in QoL was 54.1 n 40.0%, the increase in Q_
was 45.1 u 35.6%, and the increase in Q, was 37.4 n
34.4%. The volume of residual urine (by TRUS data)
also significantly decreased by 58.4 and 44.3% in the
afala and S. repens groups.

By the end of week 16, LUTS severity in 50%
patients decreased from moderate to mild (IPSS<8)
and only slight urination disturbances were observed
(Q,,,>15 ml/sec, Fig. 1). According to international
recommendations, no drug treatment of BPH, but only
dynamic observation (watchful waiting policy) is indi-
cated for these patients [5].
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No undesirable events, including changes in labo-
ratory parameters, were noted during afala treatment:
complete blood count, biochemical parameters, includ-
ing serum concentration of prostate-specific antigen,
and clinical analysis of the urine corresponded to nor-
mal before and after therapy. In patients receiving S.
repens, undesirable events were also absent.

Thus, our study demonstrated clinical efficiency
and safety of afala in patients with medium-severity
urination disturbances caused by BPH. Clinical ef-
ficiency of afala was comparable with the efficiency
of S. repens extract (reference preparation). The safety
of afala treatment in patients with BPH was also de-
monstrated.
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