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Introduction

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

Accarding o lindings of Weidner (2) the lar-
gest group, the prostitody nia (vegetative uro-
genittl syndrome), covers 52.4%. Besides
clinical symptoms and normal luboratory
{indings the following urodynumic changes
are chiracteristic: Elevadon of the maximum
urcthrul closure pressure and reduced penk
urine Now rates (3. 4, 5).

In approximatcly 40% of non-baclerial prosta-
titis the microbiological examinalion is nega-
tive (2} whereas by delinition leucocylosis in
the prostatic Iuid can be demonstriled.
The prostatic congestion, pathomorphologi-
cully considered us congestion. ol secretion
and edemas in the prostate (6) can appear 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 pollen-extractin the treatment
ol benign prostatic diseases as BPH and pros-
tatitis has already been described since 1460
and leads to clinical improvement of symp-
tams and positive chunges by objective para-
melers.

In a double-blind study with 6} patients and a
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simultaneously carricd out open examination
with 118 paticnts Leaader (9) stuted in the ve-
rum-group a normulization of initiaily patho-
logical palpation lindings and leucocytosis of
prostatic fluid in 94% ol patients with chronic
prostatitis who were treated with pollen-ex-
tract. 6% of the patients showed unchanged
resulls, aggravidions were not observed. In
the pluccbo-group 48% showed normaliza-
tion, 34% demonstrated an unchanged status
and in 18% of Lhe paticnts the lindings were
deteriorated. The resuits of treatment in the
apen Irial reveated only smail differences in
comparison to thermpeutie ellects in the ve-
rum-group which can be rated as accidental.
Tukeuchi(10) demonstrated ina clinical study
with 25 BPH-paticns in stage | or 2 under
treatment with pollen-exteact besides the ele-
vation ol peak urine Now rate a signilicant (p
< 0.05) decrease of maximum urcthral
closure pressure 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 properties.
Furthermore a specilic allinity to the prostate
could be demonstrated (11, 12).

The aim of this ficld study was 1o control the
aceeptance and eflectiveness of thisdrug on it
large number of patienis with chranic prosta-
tie complitinis, i.c. symptoms ol chronic pros-
tatitis or BPH, and 1o evaluale the possible
role of the pollen-extract in their conservative
treatment.
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Methods

2,289 putients were divided according to the
diagnoses given by 170 urologists based oncli-
nical symploms, 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 accompanied 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 wis in B4%
of the cases in a dosage of 3 X 2 tublets/day in
‘he Mirst week' and continued in 78,5% with
1 % 2 tablets/duy up to twelve weeks.
Typical symptoms and palpation findings
classified as light, medium or severc were re-
corded and evaluated before. during and alter
therapy up to lwelve weeks.

The residual urine volume determined by so-
nography, X-ray or catheterisation, uroflow
measurements as peak urine Now riate., urine
volume voided and Dlow time, luburatory pa-
ramelers as leucocytes in urine sediment or
expressced proslnlic secretions were  con-
trolled before and during lreatment.

The courses of clinical signs and symptoms
and the change of the objective paramelers
were documented. A [urther assessment was
carried out by comparing the data before and
after trecatment.

Side-cfTects, statements regarding the toler-
ance and a peneral ussessmenl about the
trealment with pollenscxirict werc investigul-
ed. Statistical analysis was performed us chi-
square tests, variance analysis, split-ptot
variance analysis and factor analysis.

Resuils

The age distribution showed u prevalence ol
the chronic prostatitis in the 4th and 5th de-

'] bt contains: Exur. Pollin. sice. (Cernitin T60)
60 my. Extr. Pollin. dislys (Cernitin GBX) 3 my.

cade whereas the BPH with prostatitis was
diagnosed mainly in 60-70 years old men.
The B-group represented the oldest putient-
group (lable 1}.

Typical for paticnts with chronic prostatitis
are also symptoms other than difTiculties on
micturition. These complaints reappearcd in
the BP-group in a less extensive form but
compared to the B-group the significant dil-
(erence is obviousty (figure 1a). The corre-
spondence between the P- and BP-group was
similar regarding the leucocytes in prostatic
expressate (figure 1b) and the »painful pros-
tite« on paipation (figure 1c).

Depending on the respective  complaints
improvement or absence of symploms were
stated in 64% 1o 82%.

The palpated size ol the prostalc diminished
more markedly in the BP-group compared to
the B-group. A signilicant reduction in the P-
group was found in 55.9%% of the patients with
initially enlurged prostate (n =169, n = 302).
The chunges regarding the »painful prostated
on palpation ure demonstrated by tible i
The microscopic estimates ol leucocyles in
the prostatic expressate alter therapy re-
vealed for all diagnostic groups a decreased
aumber of leucocytes S 10/HPF in 5% ol the
cases with initinl findings > 10 lcucocy-
tes/HPF (n = 291, n = 493).

The residual urine volume diminished signifi-
cantly (p < 0.001) in all stages (figure 2a) and
showed s continuous decrcase with the
length of therapy (table H1).

The peuk urine flow rate increased in all
groups significantly (p < 0.001) about Jwd
mi/scc comparing the pre/post-values (higure
7b and table IV). Concomitunily the urine
volume voided increased and the flow lime
was reduced.

The general nssessment of the therapy wilh
pollen-cxtract by physician ind patienl wiis
very goud or good in 72,2% resp. 75%. Side-
elTects (i.c. 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 . Age distribution in the dugnostic groups(P = chronic prostatitis. B =BP11,BP = BP11 with prostati-

lis).
Purameter Age runge/ Statistic P 3 Bl
Paticnts 583 L1110 590
Aye, years minimum 17 21 22
maximum 85 97 94
mediun 40.3 67.0 60.3
meun 40.6 60.0 60.J
standurd deviauon 12.0 9.3 i.7
=10 126 2 ]
31-40 170 4 22
41-50 184 48 87
51-60 6l 210 182
61-70 26 440 160
71-80 12 328 113
> 80 1 67 17
negutive 3 17 3
Stage of BPH 1 324 259
2 598 244
k) 109 41)
neypuiive 85 47
190 - 2 b c
0
80 =
70 -
t0 -
T tp =
‘E a0 o
: 6
20 =
@ § %
a RN 2
P ) | [ 1 '3 [14 P
n= sa2  1.118 590 433 62 s72  1.09%  BBI
tendarneys In the Teucocytes In *painful
parineal raglon proslatic mapressate prostate”

E 1evere apdiua

leucocytes > 10/HPF 7 oritlve
. d N 7. B
:\\.}‘ Vgt D“"“" n prestatic eaprossate findings

Frenre lu-c. Ditferences between ihe diagnostic groups regarding clincad symptoms tal, lahorory (b and
puipition lindimgs (c) betore therapy (P = chronie prostatiis, B = BPEL 31" = BPL with prosiatis).
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Table 1. wPainful prostatew on putpution. Comparison of the pre/post-dat, Significant (p < 0.001) difTer-
ences in the findings before and after treatment with potien-extracl.

Intensily, scores Chronic prostatitis HPH BEH with prostatilis
pre. o posi, n pre. n post, n pre, n posi, n
Severe 96 4 12 4 56 3
Medium 196 26 62 5 186 22
Light 164 159 174 68 194 128
Negative 95 162 812 987 124 407
% neyative 17.2 65.7 76.6 93.1 221 1.3
Course under therapy  Chronic prostalitis BPH BPH with prostatitis
n % n L] n %
Unchanged (all) 93 811 123
Aggravaled 4 0.9 ] 0.4 "3 0.7
Unchanged positive 50 10.9 4l 16.5 47 10.8
Improved 135 29.5 3 12.4 103 23.6
Asymplomatic 269 58.7 176 10.7 284 65.0
» »
iml) Iruluuu urine uluﬂ (nlyec) |Dlu uring flew raie ]
200 10
e 3.5
1804
1%
120
0= E
80—
15
40 M’
o ne 127 ne 232 ne 40 ™ ns 148 ns 117 ne 1?7 ns Ji4
pll'l pnlll ull'u ..I“ Il!l p;n nrr' .i'tl n'[l pllt l!'I DI‘I pP'! Dt‘ll
tege | stage 7 itage 2 ttage | ilage 1 stage ) chronic
proscacitis

I BPH with prostatitd

.

[ BPH wilh pr-nnun—‘

Figure Ja-h. Comparison ol pre/post-findings repgarding residual unine volume tu) and peak urine flow rute
(b). Significant (p < 0.001) decrease of residual urine volume in BIF T {stnge 1-3) with prostattis, sigmlicant
(n< 0.001) increase ol peitk unine Mow rate 1N piahients with chronie prostatitis or BPEH (stage | -3) with pros-
tatitis under the treatment with pollen-extract.
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Tuble 1. Residual unine volume (ml) under lreatment with pollen-extracl. Cl.lﬂiinUuLI:i ldcuruusu
with the teagth of therapy. Significant {(p < 0.001) differences in the lindings belure and aiter Lrea-

ment.

Time of contral

BPH with prostatitis

)4 5
Treatment over 12 weeks (n = i75)
pre 67.3 73.6
2 weeks 50.0 46.2
6 weeks 1.7 420
12 weeks Jj2o 357
Pre/post-compurison {n = 342)
pre 62.9 76.6
post J4.2 4.2
dillercnce -28.7

Tuhle 1¥. Peak unne Now rate (miZsec under treatment with palien-extract. Contnuous inerease with the
fength ol therapy. Signibicant (p < 0.000 difterences in the lindings belore and aller treatment.

Tinwe ol control - Chironie prastatius

BT with prostannis

X H i 5
Treatment over n=Y5 n= Y
12 wecks
pre 20.7 V.0 4.6 7.4
2 weuks 22.6 8.8 16.] 1.5
b weeks 24.2 338 IB.8 v.2
12 weeks 26.1 LR 20,0 9.3
Pre/post- =]l n =403
COMPRson
pre 19.8 8.5 15.0 4.2
pust 4.1 8.Y 19.3 8.y
dilterence +4.3 +4.3
Discussion Under dilTerentinltherapeutic aspects  the

The objective criteria lor therapeulic eflec-
tiveness as residuid urine volume, peak urine
Now rate, urine volume voided, Now time and
leucocyle lindings shuw in their course and by
comparison the status before and after thera-
py significant changes which are accompi-
nicd by improved palpation lindings and a
continuous decline of symptom-scores indi-
cating the subjective rchel in patients.
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conservative treatment ol henign and chronic
prostatic disenses is to consider as a predo-
minantly antiimfEuunutory resp. symplonsi-
tic one. The lindings ol Weidner(2) regarding
the various forms of chronic »prostatilise con-
lirm that at least in 68.3% of patients an anti-
hwtice therapy is not prinarily indicited.

The pre/post-comparison ol fcucocyle find-
ings in the prostutic expressate reveals o de-



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

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

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

The ectiology of the prostatlodynia remains
uncenain. Whereas Vafilensieck (6} dislin-
guishes between the static, vegetative and
sexual dependent causes ol prostalic con-
gestion, a primary abnormality involving the
pelvic sympathetic nervous system in most
patients or tension myalgia of the pelvic Noor
is suggested by Meares et al. (4, 5).

The urodynamic [indings in this study, i.e. si-
gnificant (p <0.001) increase about 3 to 4 mi/
sec of peak urine [low rule with concomitantly
higher values of urine volume voided iind re-
duced flow time, are investigated in the P-and
BP-group, suggesting o homogenous cficet of
the polien-extruct on the bladder outllow
obstruction.

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

These (indings, due to the antiinflamminory
and decongestive effects of this drug, give
evidence for the therapeutical benefit of the
pollen-extract in paticnts with non-baclerial
prostatitis  or prostatodynia  since  im-
provement of clinical sympltoms and pal-
pution lindings occurs concomitantly.

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

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

Compuring the course ol kinelics belween
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 indifferent before findingsa
parallel development. This allows the conclu-
sion, that within the BPH [rame besides hy-
perplastic obstruction edemntous resp.
inflammatory as weli as congestive changesin
the prostatic tissue reach clinical efTective-
ness.

These results indicate an appiicability of the
polien-extract in patients with BPH (with or
withoutl concomitan! prostatitis) and sugpest
in addition therapeutic effects on the so-
culled non-pathogen post TURP-prostatitis,
which is puthohistologically demonstrated in
over 50% of patients after prostatectomy (8).

Due 1o the farge number of substances in pol-
len the identification of (Lhe) active substan-
ce(s) of the polien-extract is dilTicull and not
yet sueceeded, but the demonstrition of § dif-
fercnt phytosteroles and ol it biological active
peptide looks promising as it is known that
hoth peptides and steroles can intluence the
intracellutiar metabolism in biclogical sys-
tems (13).

In summary, the results of the multi-centre
study suggest o rationality for application of
the pollen-extrict in patients with non-patho-
gen dependent chronic prostatitis, prostalo-
dynia, prostatic congestion, BPH wilth and
withoul concomitant prostalitis and TURP-
prostatitis.

The positive tolerance of the pollen-extract
meels the requirement for a satisfying com-
pliunce in chronic and benign prostalic dis-
cases und in thus indicied long-term treit-
ment. .

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