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Abnormal hair loss patterns are among the most common complaints observed globally by hundreds of
millions of people. Diseases associated with abnormal hair loss include androgen dependent male
pattern balding, female pattern balding (not androgen dependent), diffuse hair thinning (e.g. in systemic
lupus erythematosus), patchy auto-immune hair loss (e.g. alopecia areata), chemotherapy induced
alopecia and various others.
Often, therapy for treatment of hair loss disorders has been monodirectional. Only few treatment
approaches have attempted to tackle the various underlying issues that can contribute to hair loss and
hair growth. Drugs used today to fight hair loss and promote hair growth often do not consider the hair
follicle as an organ/entity that can be affected by several molecular biological factors that cause
premature hair loss or shedding. Some of these factors involve perifollicular inflammation, breach of the
immune privilege of the skin/hair follicle, premature onset of the catagen phase, shortening of the
anagen phase, altered microcirculation. As a result, it is reasonable to assume that a more pleiotropic
therapeutic approach might result in better outcomes for several forms of hair loss.
In the past 12 years some solid work has been done with a quadruple botanical extract, Coacillium, that
has targeted a pleiotropic approach to hair and scalp diseases. Very often, small molecules and
biological drugs have a single, well defined, mechanism of action; and such a mono-factorial approach
can indeed result in sometimes excellent results in certain diseases. The new regulations, introduced by
FDA and EMA for the development of botanical drugs, have established a framework to evaluate
botanical drugs and extracts, also allowing for a pleiotropic approach to disease management thanks to
the multi-components nature of plants. The development of Coacillium is an example of such a
pleiotropic approach.
This botanical drug, based on a specific combination of 4 extracts (Allium cepa, Citrus limon, Theobroma
cacao, Paullinia cupana ), has demonstrated to control inflammation through, among other things, its
anti-oxidant effects. It has shown to reduce ICAM and E-selectin, helping to restore impaired immune
privileges of the hair follicle. In a biopsy study in volunteers with androgenic alopecia, Coacillium
demonstrated histologically to increase Ki67 and collagen synthesis. In these same volunteers, scalp
biopsies indicated significant reductions in Bcl2, indicating that loss of protection against apoptosis in
the hair follicle can shorten the anagen phase and accelerate telogen; whereas after 3 months of topical
use of CG210, hair had started to regrow, and Bcl2 levels in those parts of the calp had returned almost
back to normal, as observed in those same healthy volunteers.

These mechanistic findings have also been evaluated in clinical studies for male pattern and female
pattern baldness, chemotherapy induced alopecia and pediatric alopecia areata.
•
In patients in France with male pattern baldness it was demonstrated that the anagen/telogen
ratio significantly improved during the course of a 3 months treatment.
•
In Greece, in women with female pattern baldness, similar effects were confirmed in a placebo
controlled clinical study, over 6 months.
•
In Japan, patients who had stagnated hair growth after a year on oral finasteride therapy,
experienced enhanced hair thickness when they added topical use of Coacillium to oral finasteride as
compared to a topical placebo that was added in a control group.
•
Female patients undergoing chemotherapy in Japan that were treated with a higher dose of
Coacillium, regrew more hair and faster after chemotherapy than a cohort of patients not using the
product.
•
In a pivotal double-blind placebo-controlled Phase 2/3 study in moderate to severe pediatric
alopecia areata (25% to 99% SALT score), conducted in Germany and France (cohorts of 6 patients with
2 on placebo and 4 on Coacillium), a blinded interim review of the first 9 cohorts (i.e. 54 patients – 36 on
Coacillium and 18 on Placebo) showed that 31 (57%) had improved (on average 41% improvement in
SALT score) versus 17 (32%) worsening, and 6 patients dropped-out after their first visit. On average,
patients enrolled in the trial had a SALT score of 53% at baseline and had been suffering from AA for 22
months. Considering the low response rate that is historically seen with placebo in this condition, this
study may well be underway to establish in a rigid double-blind placebo controlled pivotal study the
therapeutic potential of Coacillium for the management of alopecia areata.
•

Across all studies, side-effects were mild, local and transient only.

In conclusion, it appears that Coacillium, a botanical drug, seems to be able to beneficially affect various
types of hair loss disorders. The pleiotropic effect of this botanical drug, restoring anti-apoptotic levels
of Bcl2, while at the same time suppressing inflammation, restoring the immune privileges of the hair
follicle and boosting collagen deposition around the follicle, seems to partially reset and restore the
biology of that hair follicle, resulting in hair growth patterns returning close to normal, with unparalleled
safety.

