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Dear Editor,
C.B. Fleet Company, Inc. (C.B. Fleet) read the case
report authored by The et al. [1] with great interest.
As the owner and marketer of Boudreaux’s Rash
Protector™ Spray, as well as many other over-thecounter (OTC) drug products, C.B. Fleet agrees that the
prevention of inappropriate or accidental misuse of
OTC products is important and of concern. However,
we must point out incorrect information in the article
relative to the labeling of the rash protector spray product
and relative to federal regulations for labeling of all
OTC drug products.
The article incorrectly states that the rash protector
spray product container did not list inactive ingredients. The labeling for this product has always included
a complete list of both the active and inactive ingredients, as per requirements of the United States Food
and Drug Administration (FDA) regulations for OTC
drug products.
Also, in response to the conclusion noted in the article that manufacturers of OTC drug products should
be required to list all ingredients, both active and inactive, C.B. Fleet would like to clarify that this requirement already exists, as noted above, and has existed

for more than a decade. Specifically, title 21 sections
§201.66(c)(2) and 201.66(c)(8) of the Code of Federal
Regulations detail the FDA requirements to list each
active ingredient and each inactive ingredient on the
outside container or immediate retail package for all
OTC products. [2]
C.B. Fleet would also like to note that we have spoken to the author of the article and confirmed and agreed
that incorrect information was mistakenly included in
the article. C.B. Fleet remains committed to supplying
safe, effective, and compliant products and we appreciate the opportunity to note this correction.
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