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Abstract

A double-blind randomized controlled clinical trial in the treatment of recurrent herpes labialis

with Gynura procumbens gel product

The project was comprised of two parts. The first part dealed with the manufacture of
the standardized gel product from Gynura procumbens, which was scientifically proved for
their antiherpes simplex activity. The second part was the evaluation of the product efficacy

by the randomized double-blind controlled clinical trial. The active marker compound, Gal,
was used for the quantitative analysis of the crude drug, product, the extract and the gel. Gal
possessed the antiherpes simplex type | property with the I1Cso value (outside the cell) of 50

ug/ml**. The standardization of the gel product began with the cultivation of herbal raw

material, which was performed without using chemical fertilizer and insecticide. The aerial
plant parts were harvested during flowering (at the age of 4 month). They were prepared as
extract by maceration with 95% ethanol. One part of the extract was produced from 10 parts of
the crude drug (the drug extract ratio was 10:1). The extract contained 0.35% Gal.l, w/w. The
stability test of the gel product (0.02% strength) was performed. The gel product was kept at
40%2 °C, 25+2 °C and 4 °C, physically and chemically examined periodically (0, 1, 3, 6, 9, 12,
18 and 24 months). The result showed that they were no changes in the physical property
(color, transparency, viscosity and pH), and the quantity of the active marker compound, Gal,
in the gel product during 24 months remained unchanged. Two strengths of the gel products,
i.e. 0.02% and 0.04% of Gal.1 and the placebo were prepared for the controlled clinical study.
In the clinical study of recurrent herpes labialis there were 59 patients, whose the results could
be analyzed. Preliminary analysis showed that two treatment groups were not different, so
they were combined into one treatment group and comparatively studied with the placebo

(control) group. There were 41 cases in the treatment group and 18 cases in the control group.

" Gal comprised Gal.l and Gal.2, in the proportion of 2:3. Gal.1 was stigmasteryl glucoside and
Gal.2 was sitosteryl glucoside.
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50 pg/ml aciclovir, as a positive control.



The patient’s age in both groups was similar, but 68.29% of the patients in the treatment group
and 38.89% of the patients in the control group felt itchy before the study started. This
difference was significant (p = 0.03). The lesion were crusted within 4 days: 51.22% (21/41
cases) in the treatment group and 50% (9/18 cases) in the control group; healed within 7 days :
63.41% (26/41 cases) in the treatment group and 44.44% (8/18 cases) in the control group.
The average time for the crust in the treatment was 4.9 days and 5.1 days in the control. The
average time for the healing was 8.7 days in the treatment and 9.4 days in the control.
However this difference were not statistically significant. Ten patients in the treatment and
five patients in the control complained for slightly irritated. This difference were not
statistically significant. The gel product of G. procumbens was safe and not irritating. One
patient in the control had a rash, edema and could not continue in the study. It indicated that
the gel base may cause an irritation. After two weeks of the study, the viral cultivation was
performed, and the result showed that the viral existence in the treatment and the control group
were 11.11% and 50.0% respectively. It implied that the gel product of G. procumbens could
inhibit the herpes virus but the strength used in the study was too low.





