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Citizen Petition for Regulation of Nano-Silver:

A Potential Gold Mine for Enhanced Federal Regulation

In response to the influx of products engineered using nano-silver in the consumer
marketplace, the International Center for Technology Assessment (“CTA”), in
conjunction with a number of other consumer groups, filed a self-styled Petition For
Rulemaking To The United States Environmental Protection Agency (“Petition”) on

May 1, 2008. The Petition, citing to the rulemaking provisions of the Federal
Administrative Procedure Act (“APA”) and other statutes, calls for the review and
control of some 260 nano-silver products, most specifically through the regulatory
process under the Federal Insecticide, Fungicide, and Rodenticide Act (“FIFRA”). In
the Petition, CTA claims “nanomaterials present serious toxicity risks for human
health and ecosystems” and asserts that “nano-silver has quickly become the most
commonly used nanomaterial in consumer products.” The scattershot but substanti-
ated approach of the Petition, combined with its prior administrative filings, and
recent Environmental Protection Agency (“EPA”) enforcement and rulemaking
actions, could well lead to future federal efforts to control nano-silver products.

Prior CTA Filing and EPA Control Efforts

Both the EPA and the U.S. Food and Drug Administration (“FDA”) have been alerted
to the potential public health concern related to nanoproducts. Similar to its
petition to the EPA, CTA filed a petition with the FDA on May 17, 2006, requesting
the FDA amend its regulations for products composed of engineered nanoparticles,
including sunscreen drug products. Such petitions for rulemaking are not
uncommon at FDA, which has a formal process for their consideration (unlike EPA,
which essentially treats such petitions on an ad hoc basis). This petition remains
under review by the FDA, which to date has issued no regulations or guidance
documents on the use of nanoparticles in FDA-regulated products, such as drugs,
devices, foods, dietary supplements, and cosmetics. The pending FDA petition,
along with the EPA Petition, could accelerate FDA regulatory action with respect to
products specifically containing silver components, which continue to endure a long
history of medical skepticism.
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Earlier, in 2006, EPA had reacted to concerns voiced by trade association National Association of Clean Water
Agencies and Tri-TAC that many household products used pesticides, including nano-silver, for their claimed
antimicrobial purposes. Products that released “silver ions” as disinfectants, such as washing machines, were
targeted for EPA data collection and regulatory control. The ultimate Federal Register notice September 21, 2007,
was cited as important for at least requiring registration for producers of certain equipment that generated silver
ions for “express pesticidal purposes.”

The Petitioners’ Requests

The petitioners have requested the EPA to take a number of regulatory actions regarding nano-silver. First,
petitioners insist that the Agency classify nano-silver as a pesticide. Second, petitioners request that the EPA
require that manufacturers register nano-silver according to the FIFRA pesticide regulations. Third, petitioners
urge the Agency to undertake extensive evaluation of the human health and environmental risks of nano-silver as
required by FIFRA and other laws, including the Food Quality Protection Act (“FQPA”), the Endangered Species
Act ("ESA”), and the National Environmental Policy Act (“NEPA”). Fourth, the consumer groups demand the
EPA’s immediate prohibition of the sale of nano-silver as an unregistered pesticide product. Fifth, if the Agency
does approve nano-silver products as pesticides, petitioners request that the EPA apply its pesticide regulations
to any registered nano-silver products. Sixth, the petitioner urges that the EPA undertake any other reviews
necessary (including a Special Review or a registration review) to ensure proper regulation of nano-silver as a
pesticide. In addition to regulating nano-size silver products, the petitioner requests that the EPA conduct a
review of the bulk silver pesticide products registered with the EPA that have not been reviewed by the EPA
since 1993.

Importantly, CTA has attached to its EPA Petition a list of companies selling nano-silver products, presumably to
encourage the EPA to investigate these companies for potential violations of FIFRA. Given the informal nature of
EPA rulemaking consideration, as well as its immediate prior enforcement action, this attachment may provide
the most immediately viable basis for Agency compliance actions.

Potential EPA Actions and Possible Cautionary Steps

The EPA may take several potential actions that could affect companies selling nano-silver products. Most
obviously, EPA could elect to initiate formal rulemaking, which could take several forms, as well as enforcement
action. First, the EPA can conduct the registration review process to reevaluate the registrations for the active
ingredient silver. Alternatively, the Agency can undertake the new registration process to require the registration
of nano-silver as a new pesticide or as a new use of an old pesticide. Either on its own or at the request of any
interested person, the EPA may also undertake the Special Review process to determine whether to initiate
procedures to cancel, deny or reclassify a pesticide registration when uses of the product cause unreasonable
adverse effects on the environment. Finally, the EPA can take enforcement action against companies that
illegally sell nano-silver products without EPA approval in violation of the FIFRA prohibition against the sale of
unregistered pesticides.

The EPA has indicated, informally, that it has already begun to investigate the use of nano-silver products by
companies listed in the attachment to the Petition. Such Agency reviews could lead to enforcement actions
similar to those initiated against ATEN Technology, Inc. Companies that sell nanoproducts in the United States,
particularly if they appear on the appendix to the CTA Petition, should review FIFRA requirements to ensure
their understanding of and compliance with FIFRA.

Companies should also monitor the EPA and the Federal Register for opportunities to impact any future proposed
rulemaking(s). In fact, potentially affected companies should also closely follow the EPA and FDA progress
regarding their consideration of the CTA respective petitions. It is likely—but probably not well publicized—
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that federal agencies will permit “interested party” comments regarding such petitions. These petitions might be
made directly, or through a representative trade association. Companies should also study how the EPA is
enforcing noncompliances with FIFRA regarding nano-silver products. The Agency has already provided a
“marker” regarding how it intends to proceed in such matters.

*k * * * * *

The authors of this Alert, Christopher Rissetto and Stephanie Giese, are part of Reed Smith’s Nanotechnology
Team, which consists of lawyers around the world in the law firm’s Litigation, Intellectual Property, Government
Contracts, Environmental, Insurance Recovery, Life Sciences, FDA, European and General Corporate Groups.
Areta Kupchyk is a member of the Life Sciences Health Industry Group. As a full-service international law firm,
Reed Smith is positioned to help clients with almost any problem that may arise for a company involved with
manufacturing, integrating, selling or buying a product that contains nanomaterials. If you have any questions
or want more information about our nanotechnology team, please contact one of our three team leaders: Antony
B. Klapper at 202 414 9302; Jesse Ash at 202 414 9255; and David Wagner at 412 288 4056; or simply visit our
website: http://www.reedsmith.com/special_topic.cfm?cit_id=12985.
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regulatory counsel, and execute the full range of strategic domestic and cross-border transactions. Reed Smith is
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shipping, international trade and commodities, real estate, manufacturing and education. For more information,
visit reedsmith.com.



