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C O N S U M E R P R O D U C T S

Manufacturers will have an impressive array of defenses, say attorneys Doc Schneider,

Geoffrey Drake and Adam Reinke, if the FDA’s new Final Rule concerning antibacterial

hand soaps induces enterprising lawyers to attempt ‘‘to clean up on the conclusion that con-

sumer antibacterial soaps have not been shown to meet the FDA’s standards for a risk-

benefit analysis.’’ The authors review the rule and discuss defenses available to manufac-

turers who may face litigation concerning such products.

Antibacterial Soaps: When Squeaky Clean Is Not Enough

BY DOC SCHNEIDER, GEOFFREY DRAKE

AND ADAM REINKE

O n September 6, 2016, the U.S. Food and Drug Ad-
ministration (‘‘FDA’’) issued a Final Rule conclud-
ing that 19 ingredients commonly used in con-

sumer hand soaps labeled as ‘‘antibacterial’’ are not
generally recognized as safe and effective. The Final
Rule codifies a rule first proposed in 2013, which re-
quired manufacturers to submit data demonstrating the
safety and efficacy of the 19 active ingredients at issue.
Apparently, there are data showing that consumer anti-
bacterial soaps reduce skin surface bacteria compared
to regular soaps, but FDA insisted on clinical data
showing that people who use antibacterial soaps have
fewer infections than people who use regular soaps.
FDA rejected the soap makers’ arguments that that sort
of clinical data was not necessary.

FDA concluded that given the absence of that data
and the existence of data showing hormonal effects in
animals, as well as other countervailing considerations,
the 19 ingredients that are the subject of the Final Rule
have not been shown to be safe or effective for use in
hand soap products. As a result, antibacterial hand
soaps containing any of these active ingredients are
now considered misbranded, and are considered new
drugs for which approved new drug applications are re-
quired before they can be marketed. The Final Rule
does not reach and specifically excludes hand sanitizers
(rubs) and antibacterial soaps/antiseptics used in the
healthcare and food industries.

FDA’s Final Rule allows manufacturers one year to
comply. After that time, no consumer hand wash prod-
uct containing one of the 19 active ingredients listed in
the Final Rule may be introduced into interstate com-
merce unless FDA has approved a new drug application
with respect to that product.

With this ban, litigation is sure to follow as enterpris-
ing lawyers look to clean up on the conclusion that con-
sumer antibacterial soaps have not been shown to meet
the FDA’s standards for a risk-benefit analysis. This
would not be the first time consumer hand soap prod-
ucts have been the subject of litigation. In April 2010,
FDA announced in a press release that it was ‘‘engaged
in an ongoing scientific review’’ of consumer products
that contain the active ingredient triclosan, one of the
19 ingredients that is the subject of FDA’s Final Rule.
Shortly thereafter, lawyers representing consumers re-
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siding in ten different states began filing lawsuits
against The Dial Corporation (‘‘Dial’’) alleging that it
marketed triclosan-containing hand soaps in a decep-
tive and misleading manner. Specifically, the plaintiffs
alleged that Dial marketed the hand soaps as more ef-
fective for washing hands than soap and water alone.
According to the plaintiffs, however, Dial’s triclosan-
containing soap was no more effective than any other
soap on the market and may actually cause negative ef-
fects. The plaintiffs brought claims for violations of
various states’ consumer protection statutes, breach of
express warranty, breach of implied warranty and un-
just enrichment, and sought damages, restitution, and
injunctive relief. The individual cases were consolidated
in multidistrict proceedings in the United States District
Court for the District of New Hampshire, and are pro-
ceeding as a putative class action. That action remains
pending.

In 2011, several similar lawsuits were filed against
Colgate-Palmolive Company (‘‘Colgate-Palmolive’’), al-
leging that its ‘‘Softsoap’’ brand of antibacterial soaps—
which also contained triclosan—was deceptively mar-
keted as more effective at eliminating bacteria than or-
dinary hand soaps, when Colgate-Palmolive allegedly
had no evidence supporting that claim. The plaintiffs
asserted claims nearly identical to those asserted
against Dial, and like the Dial lawsuit, the individual
lawsuits against Colgate-Palmolive were also consoli-
dated in the District of New Hampshire and proceeded
as a class action. In 2015, Colgate-Palmolive, which had
stopped using triclosan in hand soap products, reached
a classwide settlement by which it agreed not to reintro-

duce triclosan as an ingredient in such products except
in a manner consistent with final FDA regulations.

If the FDA’s latest ban triggers a wave of new cases,
the defendants can be expected to launch an impressive
array of defenses. First, defendants presumably would
mount a factual defense that antibacterial soaps do in-
deed reduce surface bacteria more than ordinary soap
and that this is a sufficient distinction supporting differ-
entiating them even if they do not meet the FDA de-
mand for a clinical study showing fewer infections. Sec-
ond, attempts to certify classes likely will confront ob-
stacles of ascertainability as most consumers do not
keep a log of their soap purchases and there is no cen-
tralized list of purchasers. Third, consumer plaintiffs
will face reliance issues having to prove that each pur-
chaser purchased the product because of its antibacte-
rial label, as opposed to some other product attribute—
like sale price, or ‘‘buy one, get one free’’ promotions,
or various other things that may drive a consumer prod-
uct purchase decision. Finally, consumer plaintiffs will
face expert damage modeling obstacles as they try to
offer common proof of actual damages—especially if
the facts show the absence of any actual retail price pre-
mium and plaintiffs’ experts try to extrapolate a loss
based on consumers not obtaining what they allegedly
bargained for. Consumers will also face obstacles to in-
junctive relief if the products are no longer being sold.

In sum, the FDA’s new Final Rule concerning anti-
bacterial soap will present many legal challenges for
manufacturers and retailers of such products. Consider-
ation and strategic analysis of those challenges now
may help such companies get ahead of such issues and
reduce their liability exposure.
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