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Impaza and Sildenafil: Comparison of Clinical
Effectiveness in Patients with Erectile Dysfunction
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A blind, placebo-controlled, randomized trial showed clinical effectiveness of the preparation
Impaza containing antibodies to endothelial NO synthase in ultralow doses. Impaza surpassed
placebo, but was less potent than sildenafil in the ability to improve erectile function and
other parameters characterizing sexual activity of men. Safety of Impaza was greater than

that of other test preparations.
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Erectile dysfunction (ED) is a chronic disease asso-
ciated with the inability to reach and/or maintain an
erection sufficient for satisfaction of sexual activity.
The incidence of ED among men of various ages is
10%. Published data show that 52% men at the age of
40-70 suffer from this disease [2]. The development
of ED is related to the effects of various factors, in-
cluding psychogenic agents and circulatory distur-
bances in vascular diseases. ED impairs the quality of
life, self-evaluation, and relationship with a sexual
partner [3].

Recent observations indicate that ED is a curable
disease [4]. There are various medicinal preparations
for the therapy of ED. However, the efficiency of these
drugs was evaluated in a small number of descriptive
studies. Sildenafil citrate (Viagra) is most potent pre-
paration for the therapy of patients with ED. Its cli-
nical efficiency and safety were revealed in controlled
trials [4].

Preclinical [1] and clinical observations indicate
that a new preparation Impaza containing antibodies
to endothelial NO synthase in ultralow doses (C12+
C134+C200) and synthesized at the “Materia Medica
Holding” Research-and-Production Company may re-
cover erectile functions. However, the effectiveness
and safety of Impaza were not compared with those
of sildenafil and placebo.

Here we compared clinical effectiveness and sa-
fety of Impaza, sildenafil, and placebo in patients with
ED. Besides this, we evaluated the value of Impaza
during treatment of these patients.
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MATERIALS AND METHODS

A blind, placebo-controlled, randomized trial was per-
formed on 2 parallel groups of 90 ambulatory patients
(20-70 years) with ED. The patients were examined
for 12 week. The severity of ED corresponded to 10-
24 points by the scale of International Index of Erec-
tile Function (IIEF). The development of ED was as-
sociated with psychogenic and vascular factors in 77.7
and 21% patients, respectively. The average age corre-
sponding to onset of ED was 43.5+1.1. The symptoms
of ED persisted for 4.1£0.5 years (0.5-13 years) before
the start of examination.

The patients suffering from chronic alcoholism,
drug addiction, sexually transmitted diseases, decom-
pensated disorders that could affect the results of a
trial, and hypersensitivity to test preparations, unable
to respond adequately to the IIEF questionnaire, and
involved in other clinical studies over the previous
month were excluded from observations.

The patients were divided into 3 similar groups by
block randomization. Group 1 patients received Im-
paza (1 tablet up to dissolution in the mouth) 2 and
1 h before sexual intercourse. Group 2 patients re-
ceived sildenafil (Viagra, Pfizer) in a dose of 25 mg
1 h before sexual intercourse. Group 3 patients re-
ceived placebo that was similar to Impaza, but did not
contain the active substance (1 tablet, 2 and 1 h before
sexual intercourse). Test preparations were given 2-3
times a week.

Clinical effectiveness was determined by the IIEF
questionnaire (erectile function, satisfaction with se-
xual intercourse, orgasm, sexual desire, and general
satisfaction), subjective evaluation by patients, and
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opinion of physicians 4 and 12 weeks after the start
of therapy.

An increase in the parameter “erectile function”
more than by 50 (> 25 points), 30-50, and 10-30% was
considered as the excellent, good, and satisfactory
effect, respectively. Test preparations had no effect
when this parameter underwent variations +10%. A
decrease in the parameter more than by 10% reflected
the adverse effect.

The development and type of undesirable changes
were determined by the standard open question. To-
lerability of preparations was evaluated by a 4-point
visual scale (1 point, bad; 4 points, excellent).

RESULTS

Integrative parameters characterizing sexual activity
of patients were improved after 4-week therapy with
Impaza (Fig. 1). Increasing the period of treatment
was not followed by the reduction of its clinical effi-
ciency. The average value of “erectile function” reached
77.8% of maximum. Other parameters increased less
significantly compared to the first 4 weeks of therapy.

Sildenafil also improved IIEF parameters (Fig. 1).
Most parameters characterizing sexual activity of pa-
tients increased by 40-70%.

Some parameters of IIEF tended to increase in the
placebo group (Fig. 1). Significant differences were
revealed only in the parameter “sufficient erection”.
Parameters “erectile function” and “orgasm” decrea-
sed to the initial level by the 12th week of obser-
vations.

The effectiveness of Impaza was subjectively eva-
luated as excellent, good, satisfactory, and unsatis-
factory in 7 (23.3%), 19 (63.4%), 3 (10%), and 1 pa-
tients (3.3%), respectively. Lengthening of treatment
to 12 weeks did not change the subjective evaluation
of clinical effectiveness.

The results of sildenafil therapy were considered
as excellent, good, and satisfactory in 14 (46.7%), 7
(23.3%), and 6 patients (20%), respectively. Three
patients (10%) were excluded from observations due
to the development of undesirable reactions.

In the placebo group the results of therapy were
considered as excellent, good, satisfactory, and un-
satisfactory in 3 (10%), 6 (20%), 12 (40%), and 9
patients (30%), respectively. After lengthening of ob-
servations to 12 weeks only 4 patients (13.3%) eva-
luated the results of therapy as excellent and good.

According to evaluation of physicians, treatment
with sildenafil and Impaza was most effective (excel-
lent, 73.3 and 46.7%, respectively; good, 10 and
26.7%, respectively; and satisfactory, 3.3 and 20%, re-
spectively). Placebo therapy for 4 weeks produced no
effect in 56.6% patients.
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Fig. 1. Main parameters characterizing sexual activity of men with
erectile dysfunction receiving placebo (12 weeks, slant shading),
Impaza (12 weeks, dark bars), and sildenafil (4 weeks, vertical
shading): erectile function (7), sexual satisfaction (2), orgasm (3),
libido (4), and general satisfaction (5). Light bars: initial level.
*p<0.05 compared to placebo.

The therapy was well tolerable. Only 1 patient
receiving Impaza suffered from headache, which ap-
peared 3 h after the first treatment (by the end of sexual
intercourse). The patient reasoned that further therapy
is not required and refused to take Impaza. It is un-
likely that the development of undesirable reactions in
this patient was related to treatment with Impaza.

Sildenafil caused headache, reddening of the skin
of the face, and changes in the acuity of vision in 20,
6.6, and 6.6% patients, respectively. Three patients
had to be withdrawn from the sildenafil group because
of considerable side effects (hypertension, headache,
and vomit with further hospitalization and intensive ther-
apy; headache, tachycardia, and changes in the acuity of
vision; and headache, abdominal pain, and diarrhea). The
undesirable effects developed 1-6 h after the first
treatment and required additional therapy. The rela-
tionship between sildenafil therapy and development
of undesirable reactions seems to be possible. One pa-
tient from the placebo group suffered from dyspepsia.

These data show that Impaza surpasses placebo,
but is less potent than sildenafil in the ability to im-
prove erectile function and other parameters characte-
rizing sexual activity of men. The effect of Impaza
was not reduced in time (12 weeks). Safety of Impaza
was greater than that of sildenafil. Therefore, Impaza
holds much promise for the therapy of patients with ED.
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