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ABSTRACT

Androgenetic alopecia is a common problem that may affect
both males and females in all age groups. The availability of a topical
treatment which appears to reverse the problem of androgenetic alopecia
has encouraged many scientists to seek medical help. Hair tonic has long
been presented for the specific purposes of curing baldness. The present
study aims to develop a novel hair tonic and study the safety in animals
and the efficacy and safety in man.

The studies of safety of the hair tonic in animals were
conducted to assess skin irritation based on the methods described by
Uttley&van Abbe as well as that established by Draize. In addition, the
skin sensitization test was performed in guinea pig according to Buehler's
method. An open 24-week study was conducted to evaluate the safety
and efficacy of hair tonmic in subjects aged 24 to 50 years with
androgenetic alopecia categorized according to Hamilton and Ludwig
classifications. Of 14 males and 3 females enrolied in the study, 10 males
and 1 female completed the study. They were instructed to apply 1 ml of
the hair tonic, twice daily at 12 hr apart, directly on the bald area and
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massaged the scalp for 5 minutes each time during the whole period.
Efficacy were determined every 2 weeks by objective nonvellus hair
count, number of hair shedding per day, the diameter of bald area and by
subjective evaluations of both the investigator and subjects at the end of
the study.

A clear solution of hair tonic with pleasant smell of rosemary
oil was classified as mild uritating substance and a weak sensitizer after
animal testings. At the end of the efficacy study, the average nonvellus
hair count/cm?2 increased from a baseline mean of 90 to 120. The
increase was highly significant (P=0.0059). A decrease from a baseline in
hair shedding per day and the diameter of bald area were noted in 90%
and 12.5% of subjects, respectively. According to investigator's
subjective evaluation at week 24, 27% of subjects had minimal new hair
growth. Eighty-one percents of subjects reported that they had minimal
new hair growth. The side effect of the hair tonic was rare and not
serious and manifested as mild itching and fine vesicle formation at the
site of application.

The novel hair tonic developed in this study appears to be safe
and effective in prevention and retarding progression of androgenetic
alopecia.





