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Breza, J., O. Dzurny, A. Borowka, T. Hanus, R. Petrik, G. Blaine and H.
Chadha-Boreham. Efficacy and Acceptability of Tadenan® (Pygeum afri-
canum Extract) in the Treatment of Benign Prostatic Hyperplasia (BPH): A
Multicentre Trial in Central Europe. Current Medical Research and Opinion.
14(3): 127-139. 1998.

Benign prostatic hyperplasia (BPH) is a common condition among older men,
with 50% of men aged 60 showing histological evidence of the disease.
Symptoms include frequent and difficult urination, a weak urinary stream and
sensations of incomplete emptying of the bladder. This paper presents the
results of an open, uncontrolled, multicenter clinical trial of Tadenan® (Debat
Laboratories, France), a commercial preparation of Pygeum africanum bark
extract (African plum tree) successfully used in Europe to treat BPH.

BPH is customarily treated using hormone suppressing drugs. Though bene-
ficial in treating symptoms, these drugs have sexual side effects and can take
6-12 months to take effect. Pygeum africanum acts by inhibiting fibroblast
proliferation, which is thought to contribute to the development of BPH.

The study was designed with a detailed set of inclusion criteria. Subjects had
to be in good physical condition, aged 50-75 years and score within certain
cut-off points for measures of urination frequency and flow rate, voiding vol-
ume, residual urinary volume, prostate volume, serum creatinine and serum
prostate specific antigen (PSA). In addition they had to score 12 or more on
the International Prostate Symptom Score (IPSS, scale 0-35) and 3 or more
the Quality of Life scale (QoL). Patients were excluded if they had had or re-
quired surgical intervention or had taken P. africanum or conventional drugs
for BPH within the previous three months.

Suitable subjects were prescribed pygeum extract 50 mg twice daily for two
months. Subjects returned after one and two months and were reassessed
one month after treatment was discontinued. Biochemical and hematological
safety was assessed, and oral reports of unexpected events were recorded at
each visit.



Eighty-five men were recruited evenly between three centers in Bratislava,
Prague and Warsaw. In Bratislava, three men dropped out before beginning
the study for personal reasons. The average IPSS score was similar in all
three centers. The QoL score followed the same pattern, as did the average
frequency of urination.

After treatment with pygeum, IPSS dropped 31% after one month and 40%
after two months. This value may be compared to a 24% reduction in IPSS
for placebo reported by Hansen (1996). QoL scores also dropped 31%, and
the frequency of nocturnal urination fell 32% after two months. The following
urinary parameters also improved: maximum urinary flow (19%), average uri-
nary flow (17%) and urinary volume (21%). All these effects persisted for a
month after treatment was discontinued. Urination time, prostatic volume and
sexual function were not significantly affected. No adverse effects or clinically
relevant changes in biochemical and hematological safety parameters were
observed.

The study concludes that treatment of BPH with 50 mg of Pygeum africanum
bark extract as Tadenan® twice a day compares favorably with other medical
treatments, is safe, and does not cause unpleasant side effects. —Risa N.
Schulman, Ph.D.

Enclosure: Copyright © 1998, Reprinted with permission from Current Medical Research and Opinion.

Bin #169



