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Introduction

Depending nuinly upon analysis of prostatic
fluid the angloamerican classification divides
the benign painful discases of the prostate
into four categories: Acute bacterial prostati-
lis. chronic bacterial prostatitis, non-bacterial
prostatitis and prostatodynia (1).

According to findings of Weidner (2) the lur-
gest group, the prostatodynia (vegetutive uro-
genital syndrome), covers 52.4%. Besides
clinical symptoms and normal laboratory
findings the following urodynamic changes
are characteristic: Elevation of the maximum
urcthral closure pressure and reduced peak
urine flow rates (3. 4, ).

In approximately 40% of non-bacterial prosti-
titis the microbiological examination is nega-
tive (2) whereas by delinition leucocytosis in
the prostatic fluid can be demonstrited.
The prostatic congestion, pathomorphoiogi-
cally considered us congestion. of-secretion
and edemas in the prostate (6) can appedar in
every form of prostatism (7).

This demonstrates that antibiotics are indical-
ed for a small number of paticnts only. Predo-
minantly an antiinflammatory resp. sympto-
matic therapy is required.

The use of the poilen-extract inthe treatment
of benign prostatic discases as BPH and pros-
tatitis has already been described since 1960
and leads to clinical improvement of symp-
toms and positive chunges by objective para-
meters.

In a double-blind study with 61 patients and a
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simultaneously carricd out open examination
with 118 paticnts Leander (9) stuted in the ve-
rum-group a normalization of initiaily patho-
logical palpation findings and leucocytosis of
prostatic Nuid in 94% of patients wilh chronic
prostatitis who were treated with pollen-ex-
tract. 6% of the patients showed unchanged
resulls, aggravations were not observed. In
the placebo-group 48% showed normaliza-~
tion, 34% demonstrated an unchanged status
and in 18% of the paticnts the findings were
deteriorated. The results of treatment in the
open trial revealed only smail differences in
comparison to therapeutic ellects in the ve-
rum-group which can be rated as accidental
Tukeuchi(10) demonstrated in a clinical study
with 25 BPH-patients in stage | or 2 under
treatment with pollen-extract besides the ele-
vation of peak urine low rate a significant (p
< 0.05) deerease of maximum  urcthral
closure pressurc  with a corresponding
diminished resistance of the prostatic part of
the urethra.

Pharmacologically the pollen-extract is char-
acterized by antiinllammatory and prostate
cell sclective growth inhibiting propertics.
Furthermore a specitic allinity to the prostale
could be demonstrated (11, 12).

The aim of this ficld study was to controt the
acceptance and eflectiveness of this drug onat
large number ol putients with chronic prosti-
tic complaints, i.c. symptoms of chronic pros-
tatitis or BPH, and to evaluate the possible
role of the pollen-extract in their conservalive
treatment.
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Methods

2.289 patients were divided according to the
diagnoses given by 170 urologists based oncli-
nical symptoms, palpation and laboratory
findings as well as residual urine volume resp.
uroflow measurements into three groups: 583
(25.4%) cases of chronic prostatitis (P), 590
(25.8%) cases of BPH accompanicd by prosta-
titis (BP) and 1116 (48,8%) cases of BPH (B).
The BP- and B-group was subdivided into
stage 1, 2 and 3 (14).

The treatment with polien-extract was in 84Y%
of the cases in a dosage 0f 3 X2 tablets/day in
the first week' and continued in 78,5% with
3 X 2 tablets/day up to twelve weeks.
Typical symptoms and palpation {indings
classified as light, medium or scvere werc re-
corded and evaluated belore. during and alter
therapy up to twelve weeks.

The residual urine volume determined by so-
nography, X-ray or catheterisation, uroflow
measurements as peak urine fow rate. urine
volume voided and flow time, Liboratory pa-
rameters as leucocytes in urine sediment or
expressed proslulic secretions were  con-
trofled belore and during treatment.

The courses of clinical signs and symptoms
and the change of the objective parameiers
were documented. A further assessmcnt was
carried out by comparing the data before and
after trcatment.

Side-cffects, statements regarding the toler-
ance and a general assessment about the
Lreatment with pollensextract werc investigut-
ed. Statistical analysis was performed us chi-
square tests, variance analysis, split-plot
variance analysis and factor analysis.

Results

The age distribution showed u prevalence ol
the chronic prostatitis in the dth and 5th de-

1 1ubl. contuins: Extr. Pollin. sice. (Cermtin T60)
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cade whereas the BPH with prostatitis was
diagnosed mainly in 60-70 years old men.
The B-group represented the oldest patient-
group (table ).

Typical for patients with chronic prostatitis
are also symptoms other than difficulties on
micturition. These compiaints reappeared in
the BP-group in a less extensive form but
compared to the B-group the signilicant dif-
ference is obviousty (figure la). The corre-
spondence between the P-and BP-group was
similar regarding the leucocytes in prostatic
expressate (figure 1b) and the »painful pros-
tate« on palpation (figure 1c).

Depending on the respective  complaints
improvement or absence of symptoms were
stated in 64% to 82%.

The palpated size of the prostalc diminished
more narkedly in the BP-group compared 1o
the B-group. A significant reduction in the P-
group was found in 55.9% ol the patients with
initially enlurged prostate (n= 169, n = 302).
The changes regarding the »painful prostate«
on palpation are demonstrated by tuble I1.
The microscopic estimates of leucocyles in
the prostatic cxpressite alter therapy rc-
vealed Tor all diagnostic groups i decereased
number of leucocytes S 10/HPF in 5% ol the
cases with initial findings > 10 lcucocy-
tes/HPF (n = 291, n = 493).

The residual urine volume diminished signifi-
camtly (p < 0.001) in all stages (figure 2a) and
showed a continuous decrease with the
length of therapy (table IH).

The peak urine flow rate increcased in all
groups significantly (p < 0.001) about Jio4d
mi/sec comparing the pre/posi-values (figure
2b and table IV). Concomitantly the urine
volume voided increased and the flow time
was reduced.

The general assessment of the therapy wilh
pollen-extract by physician and paticnt wis
very good or good in 72,2% resp. 75%. Side-
clfects (i.e. slight and temporary GIT distur-
bances) were described in 66 cases (2.9%), in
1.2% the treatment was discontinued.
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Table I. Age distribution in the dingnosticgroups (P = chronic prost

autis. B=BP11 BP= BRI with prostati-

lis).
Parameter Age range/Statistic P 3 Be
Patients 583 .16 590
Age, years minimum 17 21 22
maximum 85 97 94
median 40.1 67.0 60.3
mean 40.6 00.6 60.3
standurd deviation 12.0 9.3 117
= 30 126 pi 6
31-40 170 4 22
41-50 184 43 87
51-60 6l 210 182
61-70 26 440 160
71-80 12 328 113
> 80 i 67 17
negative J 17 3
Stage of BPH | 324 259
2 598 244
3 109 40
nepulive 85 47
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Freure 1a-c. Dilferences between the diagnostic groups regarding clincal symptoms (a), luboratory ( h) and
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ation lindings (¢) betore therapy (P = chrome prostatiis, B = BP1L BP = BPIL wih prostatins).



Table 1. wPuinful prostate« on patpation. Comparison of the pre/post-datu. Significant (p < 0.001) difTer-
ences in the findings before and after treatment with pollen-extract.

Intensity, scores Chronic prostatitis BPH BPH with prostutitis
pre, n post, n pre. n post, n pre, n posi, n
Severe 96 4 12 - 56 3
Medium 196 26 62 5 186 22
Light 164 159 174 68 194 128
Negaltive 95 362 812 987 124 407
% negalive 17.2 65.7 76.6 93.1 22.1 .1
Course under therapy  Chronic prostatitis BPH BPH with proslalitis
n % n % n %
Unchanged (all} 93 811 123
Aggravated 4 09 ] 0.4 "3 0.7
Unchanged positive 50 10.9 41 16.5 47 10.8
Improved 135 29.5 31 12.4 103 23.6
Asymptomatic 269 58.7 176 70.7 284 65.0
» »
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Figure 2a-bh. Comparison of pre/post-findings regurding residuai urine volume (a) and peak urine flow rute
{h). Significant (p < 0.001) decrease of residual urine volume in BPH (stage 1-3) with prostatitis, significant
(p<0.001) increase of peak urine 1low rate 1n patients with chronic prostatitis or BI°H (stage 1 -3) with pros-
tutitis under the treatment with pollen-extract.
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Tauble 1!, Residual unae volume (mi) under lrealment with pollen-extract. Continuous ‘dccrcuxc
with the tength of therapy. Signiticant (p < 0.00D) ditlerences in the findings betore and alter treat-

ment.

Time of control

BPH with prostatilis

X s
Treatment over 12 weeks (n = 175)
pre 67.3 73.6
2 weeks 50.0 46.2
6 weeks 41.7 42.0
12 weeks 320 35.7
Pre/post-comparison (n = 542)
pre 629 76.6
post 4.2 J4.2
ditterence -28.7

Tuble [V, Peak unine Now rate (mi/secrunder treiument with polien-extrict. Continuous increase with the
jength ol therapy. Sigmibicant (p < 0.001 ditterences in the lindings before and adler treatment.

Tinme ol controi - Chronie prostatitis

BIP1E with prostititis

X S Y S
Treatment over n=9Y§ n= Y
12 wecks
pre 20.7 9.0 4.6 79
2 weeks 22.6 3.8 16.3 15
6 weeks 242 88 188 9.2
12 weeks 26.1 3.8 200 93
Pre/post- n=13 n =403
comparison
pre 19.8 8.5 15.0 8.2
post 4.1 8.4 9.3 3.4
diftference +4.1 +4.3
Discussion Under differentiaitherapeutic aspects  the

The objective criteria tor therapeutic eflec-
tiveness as residual urine volume, peak urine
MNow rate. urine volume voided, Now time and
leucocyte lindings show intheir course and by
comparison the status betore and after thera-
py significant changes which arc accompi-
nicd by improved palpation lindings and u
continuous decline of symptom-scores indi-
cating the subjective rclict in patients.
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conservative treatment ol benign and chronic
prostatic discases is to consider as a predo-
minantly sintenflonmattory resp. sympton-
ticone. The indings of Weidner (2) regarding
the various forms of chronic»prostititis« con-
lirm that at least in 68.3% of patients an anti-
biotic therapy is hot primarity indicated.

The pre/post-comparison ol leucocyte {ind-
ings in the prostatic expressate reveals a de-



crease on S 10 leucocytes/HPF in 59% of all
cases with initial values > 10/HPF.

These resuits confirm previous findings by
Leander (9). The differences regarding the
percentage of improvement resp. normaliza-
tion are explainable by his definition of the
pathological value as 2 10 leucocytes/field ( X
240).

Therefore it can be concluded that the phar-
macologically demonstrated antiinflammato-
ry property leads to clinical effects in human
100.

The ctiology of the prostatodyma recmains
uncertain. Whereas Vahlensieck (6) distin-
guishes between the static, vegetative and
sexual dependent causes of prostatic con-
gestion, a primary abnormality involving the
pelvic sympathetic nervous system in mosl
patients or tension myalgia of the pelvic floor
is suggested by Meares et al. (4, 5).

The urodynamic findings in this study, i.e. si-
gnificant (p <0.001) increase about 3 to 4 mi/
sec of peak urine flow rate with concomitantly
higher values of urine volume voided and re-
duced flow time, are investigated inthe P-and
BP-group, suggesting a homogenous cffect of
the pollen-extruct on the bludder outllow
obstruction.

Under treatment with pollen-extract a signili-
cant {p <0.05) decrcase of maximum urcthral
closure pressure with decreased resistence of
the prostatic part of the urethra was demon-
strated in BPH-patients (10).

These (indings, due to the antitnflammatory
and decongestive effects of this drug, give
evidence for the therapeutical benefit of the
pollen-extract in patients with non-bacterial
prostatitis  or prostatodynia  since im-
provement of clinical symptoms and pal-
pation findings occurs concomitantly.

The investigated parameter, evaluated be-
fore, during and after treatment with pollen-
extract, show in the B- and BP-group a reduc-
tion of residual urine volumes, eclevited peak
urine flow rates and voided urine volumcnsat
simultaneously reduced flow times with im-

provement of both obstructive and irritative
symptoms as well as laboratory and palpation
findings.

Comparing the course of kinetics between
the two hyperplasia-groups B and BP in re-
gard of clinical symptoms, residual urine vol-
ume, uroflow and palpation findings it de-
monstrated even in different before findingsa
parallel development. This allows the conclu-
sion, that within the BPH [rame besides hy-
perplastic obstruction edematous resp.
inflammatory as well as congestive changesin
the prostatic tissue reach clinical effective-
ness.

These results indicate an applicability of the
pollen-extract in patients with BPH (with or
without concomitant prostatitis) and suggest
in addition therapcutic effects on the so-
called non-pathogen post TURDP-prostatitis,
which is pathohistologically demonstrated in
over 50% of patients after prostatectomy (8).

Duc to the large number of substances in pol-
len the identification of (the) active substan-
ce(s) of the polien-extract is ditTicult and not
yet succeeded, but the demonstration of § dif-
ferent phyvtosteroles and of a biological active
peptide looks promising as it is known that
both peptides and steroles can influence the
intracellular metabolism in biological sys-
tems (13).

In summary, the resulits of the multi-centre
study suggest a rationality for application of
the polien-extract in patients with non-patho-
gen dependent chronic prostatitis, prostalo-
dynia, prostatic congestion, BPH with and
withoul concomitant prostatitis and TURP-
prostatitis.

The positive tolerance of the pollen-extract
meels the requirement for a satisfying com-
pliance in chronic and benign prostatic dis-
cases iund in thus indicued long-tcrm treat-
ment. _

Further investigations with double-blind test
design have to establish these encouraging re-
sults also to evaluaic the degree of sponta-
neous improvement and placebo-eiTect.
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