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Effects of pollen extract in association with vitamins (DEPROX 500°) for pain relief in patients af-
fected by chronic prostatitis/chronic pelvic pain syndrome: results from a pilot study

Backarounp: The therapeutic efficacy of CP/CPPS is not very satisfactory and the impact on young
male’s quality of life Is considerable. The aim of the present study is o evaluate the efficacy of pollen
extract associated with vitamins (DEPROX 500%) in order to improve the quality of life of young patients
affected by chronic prostatitis type lib (CP/CPPS) through pair relieving.

MetHoDs: Al patients with clinical and instrumental diagnosis of CP/CPPS (class b) underwent DEPROX
500® 2 tablets in a single dose daily for 30 days. Clinical and microbiological analyses were carried out
at the enrolment and affer 1 month. NIH-CPSI and IPSS questionnaires have been used. The main out-
come meastre was the improvement of quaiity of life at the end of the whole study period, evaluated by
questionnaires resulfs.

Resuits; 20 men {imean age 32.8 = 6.78) were enrolled in this pilot study. The baseline question-
naire mean scores were 25.90 = 2.1 and 8071 + 3.64 for NIH-CPSI and IPSS, respectively. At
the follow-up examination (1 month affor treatment), 18 out of 20 patients (80.0%) reported an im-
provement of quality of life, in terms of pain reduction. The questionnaire results after T month from
treatment were as follows: NIH-CPSI 12.8 = 2.20, IPSS 7.6 = 1.58. Statistically significant differ-
ences were then reported between the two visits, in terms of NIH-CPSI scores (p<0.001). No statis-
tically significant differences have been reported in terms of IPSS between the {wo groups. All pa-
tients were negative at the Meares-Stamey test evaluation. The compliance to the study protocol
was 100%.

Conclusions; The pollen extract associated with vitamins (DEPROX 500%) significantly improved
total symptoms, pain, and QoL in patients with non-inflammatory CP/CPPS without severe side
effects.
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Deprox 500%in the managements of CP/CPPS patients

INTRODUCTION

Chronic prostatitis has been described as one of the most
common ilinesses in men aged =50 (1) with different clinicat
presentation such as pelvic pain, lower urinary tract symp-
toms (LUTS) or sexual dysfunction {2). According to the Na-
tional Institute of Health classification (3}, Chronic prostati-
tis/chronic pelvic pain syndromes (CP/CPPS) class Il is the
most frequent category (ranging from 54 to 90% of all pa-
tients) (4}, where either genitourinary symptoms or pain are
usually found, but no uropathogenic hacteria are detected
{6). lts therapeutic efficacy is not very satisfactory and the
impact on young rnale quality of life is considerable. Several
authors showed that oxygen free radicals which cause tissue
damage by lipid peroxidation {(LPQO) (6), include mainly su-
peroxide anion (O, ), hydrogen peroxide (H,0,), hydroxyl free
radical {OH), and nitrogen monoxide (NO). LPO has yielded
several types of secondary free radicals and a large number
of reactive compounds {including MDA), resulting in the de-
struction of cellular portion. Of course, cells are equipped
with various antioxidants, such as vitamin E, vitamin G, giu-
tathione {GSH), superoxide dismutase (SOD), catalase (CAT),
and so on. These can scavenge supernumetrary oxygen free
radicals and protect organism from cytotoxic sffect of oxy-
gen free radicals (7, 8). Recently, Wagenlehner et al., showed
that a standardized pollen extract significantly improved to-
tal symptoms, pain, and QoL in patients with inflammatory
CP/CPPS without severe side effects, highlighting the role
of antioxidant activity of pollen extract {8). Recently, a new
drug has been introduced in ltaly for the treatment of pros-
tatitis-like symptoms: DEPROX 500 (pollen extract, vitamin
B1, B2, B6, B12, PP and folic acid). The protective effect on
nerves of some vitaming, such as B6 or B12, in association
with antioxidant activity of pollen extract, should improve
pain relieving and then patients’ quality of life. The aim of the
present study was to evaluate the efficacy of pollen extract
associated with vitaming (DEPROX 500%) in order to improve
the quality of life of young patients affected by chronic pros-
fatitis type llib (CP/CPPS) through pain relieving.

MATERIALS AND METHODS
Study design

In order to evaluate the efficacy of pollen extract assoclated
with vitamins (DEPROX 500%) to improve the quality of life of

young patienis affected by chronic prostatitis type llib (CP/
CPP8), all consecutive patients attending the same Urology
Unit, between October 2011 and February 2012, for symp-
toms related to CP/GPPS, were eligible for this study.

Inclusion and exclusion criteria

Inclusion criteria were the presence of symptoms related
to 'CP/CPPS, since at least 3 months, according to the Eu-
ropean Association of Urology (EAU) guidelines (5), and a
negative 4-glass test Meares-Stamey test (10} Subjects
under 18 and over 45 years of age, affected by major con-
comitant diseases, with known anatomical abnormalities
of the urinary tract or with evidence of other urological dis-
eases, were excluded. Men with allergy to pollen extract,
who had recently (<4 weeks) undergone oral or parenteral
treatrment or who were currently using prophylactic antibi-
otic drugs were also excluded. All patients positive to tests
for Chlamydia trachomatis, Ureaplasma urealiticum, Neis-
serfa gonorrhoeae or Herpes viruses (HSV 1/2) and Human
Papillomavirus (HPV) were also excluded. The present study
was approved by the local research ethical commitiee, Writ-
ten informed consent was obtained from all patients before
treatment. The study was conducted in line with Good Clini-
cal Practice guidelines, with the ethical principles laid down
in the latest version of the Declaration of Helsinki.

Study and treatment schedule

All eligible individuals, upon arrival at the Urology Unit,
signed written informed consent and underwent a baseline
questionnafre, urological examination with anamnestic inter-
view and Meares-Stamey test that was performed by the
same urologist in accordance with the procedure described
in EAU guidelines (5). All patients who met the inclusion
criteria underwent oral administered pollen extract associ-
ated to vitamins (DEPROX 500%), 2 tablets in a single dose
daily. Ali patients underwent therapy for 30 days. All patients
were contacted by telephone on day 30 of therapy to be
sure about the correct timing and dose treatment. Each sub-
ject was scheduled for follow-up examinations at 1 month
from starting therapy. At the follow-up examination, a uro-
jogical visit was carried out and questionnaires collected.
Moreover, all patients underwent the Meares-Stamey test
{11). The main outcome measure was the improvement of
quality of life at the end of the whole study petiod, evalu-
ated by questionnaires results. Clinical failure was defined
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as the persistence of clinical symptoms after the treaiment
or suspension of therapy for significant reported adverse ef-
fects. In addition, spontaneously reported adverse events
or those noted by the investigator were recorded during the
whole study period.

Composition and characterization of the
extracts used

Al patients underwent oral administered DEPROX 500®
2 fablets in a single dose daily. Each administration contains
pollen extract 1 gr (500 mg per tablet), vitamins B1, B2, B6,
B9, B12, PR,

All compound analyses were carried out in agreement with
Fiamegos et al (12).

Sample collection and laboratory procedures

Ali samples were collected during the urclogical exami-
nation and immediately taken to the laboratory, under re-
frigerated conditions, analyzed for cultures and aliquot for
DNA extraction and polymerase chain reaction {PCR) for
Chiamydia trachomatis (CT), Neisseria gonorrhoeae, HSV
1/2 and HPV dstection. All subjects included in the study
underwent urinary culture for cornmon bacteria, yeasts and
urogenital mycoplasmata. Microbiological culture was car-
ried out in accordance with the methods described by Maz-
zoli (11). DNA extraction and purification from urine were
performed by DNeasy1 Tissue Kit (Qiagen, Spa, ltaly), as
described In our previous study (11), The CT chromosomal
DNA PCR procedure amplifying an omp1 gene sequence
was performed on 10 mL of the sample extraction mixture
according to the procedure described in our previous study
(11). The presence of both genital herpes viruses was inves-
tigated in urine of the whole population of patients by Alpha
Watch HSV 1/2 (Alphagenics- Diaco-Biotechnology, Trieste,
italy) and HSV 1/2 Genotype TechPlate (Diatech, Trieste, lta-
ly). The presence of genital HPV was investigated in urine by
Alpha Watch HPV (Alphagenic-Diaco-Biotechnology).

Questionnaires and urological examinations

The validated Italian versions of the NIH Ghronic Prostatitis
Symptom Index (NIH-CPSI) {13) and the International Pros-
tatic Symptom Score ({PSS) {14) were administered to each
patient. The questionnaire was self-administered when the
patient arrived at the Urclogy Unit.

Statistical analysis

The two-tailed t-test for independent samples was used to
compare Qol. by clinical outcome. The Chi-square test was
used to evaluate the refationship between the QoL ques-
tionnaire and the other parameters. Fischer’s exact test was
also used to assess the significance of other statistical anal-
yses. The Mann-Whitney test was also performed to com-
pare Qob. mean values at different follow-up examinations
and other parameters. Statistical significance was achieved
if p was <0.05. All reported p-values are two sided. All data
were recorded, coliected and analyzed by using SPSS 11.0
for Apple-Macintosh (SPSS, Inc., Chicago, lllinois).

RESULTS

From a whole population of 56 subjects attending our center
for symptormns related to CP/CCPS, 30 were considered for
enralment in the study. 4 subjects were, however, excluded
because of positivity to Chlamydia trachomatlis infections. In
addition, 8 patients were excluded because they were lost
at follow-up. In the end, 20 men (mean age 32.8 + 6.78) were
enrolled in this pilot study.

Clinical presentation and microbiological results

All clinical and laboratory characteristics at enrolment
time are described in Table |, All patients reported a
mean symptoms time starting from 19.5 months {range
11-35). The baseline guestionnaire mean scores were
2590 + 2.1 and 8.01 = 3.64 ior NIH-CPSI and IPSS,
respectively.

Clinical evaluations at folfow-up

At the follow-up examination (1 month after treatment),
18 out of 20 patients {80.0%) reported an improvement of
quality of life, in terms of pain reduction. The questionnaire
results after 1 month from treatment were as follows: NIH-
CPS1 12.8 x 2.20, IPSS 7.6 + 1.58. Statistically significant
differences were then reported between the two visits,
in terms of NIH-CPSI scores (p<0.001). No statistically
significant differences were reported in terms of PSS
between the two groups. Moreover, at the microbiological
examination, no patients showed an increase in the number
of leukocytes in the post-massage urine. All patients were
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TABLE | - PATIENT'S SOCIODEMOGRAPHIC ANAMNE-
STIC, CLINICAL CHARACTERISTICS AT EN-
ROLMENT TIME

No. of total patients 20
Median age (+ SD7} 32.8+6.78
Educational level

Primary school -

Secondary school 2 {10.0)

Post-secondary education 18 (80.0)
Sexually active (past month) - 20 {i00.0)
Sexual behavior

1 pariner 18/20 (80.0}

>1 partners 2/20 (20.0)
Contraceptive use 11/20 (55.0)

Condom 8/M11(72.7)

Coitus interruptus 3 (27.3)

Clinical data

Clinical presentation

Dysuria 7 (43.9)

Urgency 1(60.3)

Dysuria + Frequency 2(38.2)

Burning 3(33.3)
Pain

Perineal 10 (50.0)

Scrotal 2(10.0)

Suprapubic 3(15.0)

Lower Abdominal 5(25.0)
Start of CP* history (months) 9.5+ 6.45
Symptoms Score at baseline (mean) (range)

NIH-CSPI 25,90 {19-29)

PSS 8.0t (1-14)

SD* = Standard Deviation; CP* = Chronic ‘prosiatitis

negative at the Meares-Stamey test evaluation.

Adherence to treatment schedule and adverse
effects

All patients correctly took all the 30 doses of DEPROX 500°,
showing a 100% compliance to the study protocol. Only
1 patient (5%), had mild adverse effects that, however, did
not require treatment suspension.

DISCUSSION

Chronic prostatitis/chronic pelvic pain syndrome continues
to pose a treatment challenge for all urclogists, in particular
in terms of patient’s quality of life improvement. Several
authors demonstraied that phytotherapy has an important
role in the management of patients affected by CP/CPPS,
specially due to its low incidence of adverse events and
probably for its non-targeted effect to specific organ only
(@, r‘15). In this pifot study, we evaluate the effects of pollen
exiract associated to vitamins (DEPROX 500%) in a small
cohort of young patients, for the purpose of pain' reduction,
We found that a 1-month therapy with DEPROX 500%is able
to improve the patient’s quality of life without significant
adverse events. We also found that this freatment schedule
is able to preserve the prostate health, demonstrated by
the absence of inflammatory response parameters at the
microbiological examination. Moreover, we found that this
treatment schedule is well accepted by patients, despite the
cost of the therapy. The compliance to our study protocol is,
in fact, 100%. Other authors showed good results in terms
of improvement of total symptoms, pain, and Qol by using
pollen extract-based therapy only (9). We hypothesized that
the good results in terms of pain reduction are due to the
association with B8, B12 vitamins. Finally, the present study
shows several limitations: small number of enrolled patients,
short follow-up period, selected patient population and the
lack of control group. However, this study will be the starting
point for future controlled, randomized clinical trials.

CONCLUSIONS

In conclusions, the pollen extract associated with vitamins
(DEPROX 500%) significantly improved total symptomato-
logy, pain relief, and Quality of Life in patients with non-
inflarnmatory CP/CPPS without severe side effects.

RIASSUNTO

Ancora oggi le strategie terapeutiche che abbiamo a dispo-
sizione per il trattamento della sintomatologia dei pazienti af-
fetti da GP/CPPS non soddisfano le aspettative del paziente
e delf'urologo. Inoltre, tale patologia ha un notevele impatto
sulla qualita di vita del paziendi. Lo scopo del presente studio
& quello di valutare |'efficacia dell'estratio di polline associato
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a vitamine (DEPROX 500%), al fine di migliorare la qualita del-
la vita dei pazienti affetti da prostatite cronica di tipo b (GP/
CPPS), in termini di riduzione del dolore. La popolazione
oggetto di quesio siudio sono stati tutti | pazienti con dia-
gnosi clinica e strumentale di CP/CPPS (classe b), arruolati
~dall’Ottobre a Febbraio 2012. Ogni paziente & stato sotto-
posto ad indagini cliniche, laboratoristiche e a questionari
specifici (NIH-CPSI, IPSS) al momento dell'arruolamento e
dopo un mese di terapia. A ogni paziente soho state som-
ministrate 2 cpr in un'unica somministrazione di DEPROX
500%al di per 30 giorni. Come outcome principale abbia-
mo valutato i miglioramento della qualita di vita alla fine
della terapia, tramite i risultati dei guestionari. In questo
studio pilota sono stati arruolati 20 uomini (eta media 32.8
+ 6.78). AlParruolamento: NIH-CPS] 25.90 = 2.1 e IPSS 8.01
+ 3.64. Alla visita di follow-up, 18 dei 20 pazienti (90%s) rife-
rivano un netto miglioramento della gualita di vita, in termini
di riduzione del dolore: NIH-CPSI 12.8 + 2.20, IPS5 7.6 +
1.58. Tali differenze sono risuliate statisticamente significa-
tive {(p<0.001). Per quanto riguarda I'lPSS non abbiamo tro-
vato nessuna differenza significativa. Nessun paziente era
positivo ai iesti microbiologici della visita di follow-up. Infine,
f'aderanza al protocolio é risultata del 100%. In conclusione,
estratto di polline associato a vitamine (CEPROX 500%) ha
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