Double Blind Clinical Trial for Androgenetic Alopecia:
opical rcatment With he lcaaco Pmduu of the laven-
tion A Standardized 7.5% Herbal Extr ation
Teenty-four hesliy male subjecs i B 1
androgenctic alopecia were enrolled in a_ randomized,
double-blind, parallel vehicle-controlled study to confirm
the effectiveness and safety of a topically applied, standard-
ized herbal preparation (the treatment product of the
invention) cream 7.5
of androgenetic alopecia
Aundrogenetic alopecia is the most common cause of haic

The treatment product of the invention is a standard
7.5 WL % herbal extract in a cream base vehicle, The extract
is standardized by replicative methods, including standard-
ization agains! specific compounds which appear naturally
in the extrac

1. % used once daly in the treatment
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(1) counting the hair on the scalp in a marked area and (2)
various photographic techniques. Both methods can have a
large margin ofertor due to thedifiuly i counting i ou
the scalp aphing & beot hair
Stk Couning s 5w bire To o hise problems

ethod for vaating haie grow

Dased ‘on- 3 protocol devcloped by e
(Dermatal., 95:683-687, 1990). The hair growth evaluation
inchded: total bt coun erminal (non-vells, melrized,
mature) bt count it Ity and ol 1.

ach sbiec i aiooch wih permanent i o three
pomlsnu their vertex area creating a one ceatimeter triangle.
Afier rinsing the hair of the permanent site with water and
S0ap, the hair was washed with acetone to emove any debris

that could change its weight. The hair from the triangle was

5 collected using great care to harvest oaly within the marked

‘The hair collected was placed on white paper, counted and
then divided into terminal hair and vellus hair. The terminal
hairs were then counted. The ten randomly selected hairs
were also measured for length as part of the evaluation.

The tal wagit of sl o bt sapls collted were
measured on n the

Adouble-blind, placet Ml teial i
compare the effect of the treatment product of the inveation
on hair growth in malcs with androgentic alopecia against
its placebo vehicle. Patients applicd the creant 1o the scalp
daily, at approximately 24 hour intervals, for 40 weeks and

sen in the clinic for eflicacy and evaluation every 4
weeks throughout the stud,

Tiwenty-four healthy male subjects under the age of 55
were sclected for the study. The aversge age of the partici-
pants in the active group was 45.6 years versus 40.5 years

bo group. All subjects had State 111V andro-

bt subjects had excessive hair loss. The

al evaluation included health history, physical exam and

evaluation of the alopecia condition. Any subjects with

nderlying discases or subjects using systemic drugs (c.£..

steroids, anti-hypertensives, cylotoxic compounds,
vasodilators, anti-convulsant drugs, beta blockers,
spironlatons, cimetdie, yclsporing, sni-deprcsaats)
xeluded from the study. Each subject was tatioocs

with 3 purm'm:m ink on their vertex area, creating a one

centimeer triangle. The hair in the triangle was collected

anl the subjects catered an 8 week baseline period evalua-

tion before beginning treatment.

Using  randomized, double-blind protocol, the subjects
were given either the treatment product of the invention o
a placebo of vehicle only. Both the active and the placebo
aroups were cach randomly assigned four subjects with
excessive hair loss. Subjects washed their hair daily with
shampoo and applied the treatment product of the invention
cream 10 the scalp daily, leaviog the cream on for twenty-
four hours. Subjects were followed every four weeks and
had their hair collected six times a eight week inervals
(eight weeks at baseline and an additional forty weeks of
follow-up).

Assessment Procedutes

Two the commonly used methods of evaluating hair

arowth are:
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Same ey 10 avoid varitions 1 remmpesaure 400 bumidiy
Results

Efficacy results demonstrate that the treatment product of
the inveation cream, used ance daily, is more effective than
the placebo cream vehicle in the treatment of androgenctic
alopeeia. The initial and final measurements of the active
and placebo groups are presented in Table 1T and Table 111
below. Table IV compares the average percentage change
from baseline of the total hair count, terminal hair count,
tolal hair weight, and average hair length of the ten sample
hairs, between the group freated with the product of the
invention and the placebo-treated group.

40 weeks, 70% of the subjects in the active group
had greater than a 30% increase in total hair count, com-
pared with 16% of the subjects in the placebo group. The
average total Baii. count for the group treated with the
‘composition of the inveation increased by 77.4%, compared
8 3% incroase or the placebo tesied Sbjects (werags B
Value=0.005) (FIG. 1). 90% of the subjecis in the active
group had greater than a 30% increase in ferminal hair
counts, compared with 3% of the subjects in the placebo
‘group. The average terminal hair count for the group treated
with the composition of the invention inereased by 169.4%
aver the same period, as compared 10 a 33.9% increase for
the placebo treated group (average p=0.001) (FIG. 2). The.
average total hair weight of the active group increased by
49.3% compared (0 a 20.5% increase for the placebo group
(p value=0.16). All the subjects in the active group had
increased otal hai weight, whereas 41.6% of the subjects in
the placebo geoup had decreased total hair weight. The
average hair lengih change for the 10 randomly selected
hairs was 20.8% for the active group and 21.7% for the
placebo (p=0.50).

No local iritation, seositization or other adverse effects
were observed or reported in cither the active or placebo
‘groups.




lént correlation was also found between the
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Table IV compares the aversge percentage change
TABLE IV between the seive group trcated according o the invention
and the placeb . sroups for: otal hai couat, terminal
Avernge Peensge Change Berween The Active Gy =5 hair count, total hair weight, and average hair length of ten
ond Paebo Grovp sumple halrs
; Comments.
g g s s T The data from this sty clearly demonsirate that the
Actve Grop ccho Growp P compuosition cream of the invention, 7.5 wt. %, used once
5 dail v
T T I day,is ste and sigifcanily more oo thn the
T o i e placebo eream veliile in the trestment of andogencic
- alopeci:
o e weigh s e o P most dramatc inerases were s i total b cousts
Averge Hair o %% wse andinterminal hair counts for the subjects who received th
Leagin s ative st compared 1 those o ecived te pla-
ecbo. An excell

per ctage

ot increase i 1otl har coun nd the per
inere terminal hair count The correlation
couent was 0.9 Do e active gr(vup and 0947 for the
entire_study group (1.00 being 4 perfcel correlation)
Therefore, counting only terminal hair may be a primary
quantitative estimator for hair growth.



