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Capsaicin not homeopathic

To the Editor: We were interested in the recent article by Bern-
stein et al' on the therapeutic effect of capsaicin in nonallergic
rhinitis as demonstrated in other studies.>* Although not disputing
the results of the study, we are concerned about use of the term
homeopathic to describe the capsaicin solution (ICX72, Sinus Bust-
er; Buster Brands, SciCap, LLC, Schenectady, New York) used in this
trial.

Homeopathy is a form of alternative medicine based on the
premise that a substance that causes symptoms, when diluted to
an extreme degree, may relieve the condition. Traditional ho-
meopathic compounds are typically diluted by 1024 to 10~ %° to,
the point where no molecules of the original substance are
present, and therefore lack measurable biological effect and
scientific plausibility.* ICX72 is a dilution of 10 % to 10 > (4x/
5x) according to the product label, although the concentration
of the solution from which the dilution is made is described
neither on the product label nor in this article. Capsaicin is an
extremely potent substance with biological activity at very low
concentrations. The local irritation described by the authors and
information from the manufacturer (SiCap, LLC; email commu-
nication, September 22, 2011) indicate that ICX72 contains a
sufficient pharmacologically active concentration of capsaicin to
explain the benefit observed. Incidentally this local irritant effect
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Author response

ICX72 in the referenced manuscript is compliant with the FDA
requirements for homeopathic preparations. Capsicum annum
has a monograph in the United States Homeopathic Pharmaco-
poeia that states that dilution factors in the range of 3 to 5x are
appropriate for over-the counter applications.! Additionally,
Capsicum is also described at these levels in the common homeo-

Disclosures: The corresponding author and lead investigator is a consultant for
Dynova Laboratories.
Financial Support: This study was funded by Dynova Laboratories.

creates an obvious risk of unblinding of the active compound
compared with the placebo.

We understand that the US Food and Drug Administration re-
quires the product to be labeled as homeopathic to enable nonpre-
scription sales in the United States,® but this is a significant redefi-
nition of the traditional use of the word. To describe ICX72 as a
homeopathic preparation is inappropriate, and it is important that
this article not be used as evidence for the efficacy of traditional
homeopathy.
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pathic material medicas for the treatment of congestion and
related symptoms. As the authors note, the nature of capsicum is
such that at the dilution permitted in the monograph, its sensory
effects are not completely eliminated. No requirement based on
the homeopathic monograph (United States Homeopathic Phar-
macopoeia) or Material Medica for Capsicum annum calls for it to
be diluted to 10724 to 10760.12

Similar to what has been encountered in other intranasal
medication studies, formulating a placebo that caused a mild
transient sensation similar to the ICX72 formulation was not
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