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LETTER FROM THE EDITOR

Dear Subscribers,
This month's The Environmental Counselor covers a broad

range of environmental law. Mark Duvall from Beveridge &
Diamond, P.C. discusses EPA regulation of public health
antimicrobials. Authors from Van Ness Feldman discuss a D.C.
Circuit ruling on the Yucca Mountain licensing proceeding, Ai-
ken County, N.C. et al., v. NRC, No. 11-1271. This month,
authors from Marten Law discuss a petition for review being
considered by the Supreme Court regarding CERCLA §§ 107
and 113, the law's cost recovery and contribution provisions.
The updates section provides summaries of recent develop-
ments in environmental law. The coverage ranges from discus-
sion of recent Clean Air Act rulings to the recent D.C. Circuit
decision upholding government approval for a higher blend of
corn ethanol into gasoline.
As always, we thank the authors for sharing their expertise

in environmental law.
Very truly yours,

Michelle White-Savage
Attorney Editor

YUCCA MOUNTAIN LITIGATION SAGA

CONTINUES**

By Athena Kennedy, Howard Shapiro, Mike McBride, and Lisa
Epifani
Howard Shapiro, Mike McBride, and Lisa Epifani are members
and Athena Kennedy is an associate at Van Ness Feldman. They
practice energy and environmental law and can be reached at
202-298-1800. For additional information, please contact Robert
Nordhaus (rrn@vnf.com), Michael McBride (mfm@vnf.com), or
Lisa Epifani (lee@vnf.com).

On August 3, 2012, a divided three-judge panel of the U.S.

**Copyright ©2012 Van Ness Feldman, P.C. All rights reserved. Re-
printed with permission.
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POSSIBLE OUTCOMES

On July 31, 2012, Majority Leader Reid and
Speaker Boehner announced a deal on a con-
tinuing resolution (‘‘CR’’) that would maintain
the current funding levels for the federal gov-
ernment through March 2013. Congress is
expected to vote and pass the CR in September.
If the CR is in the form of a ‘‘clean’’ resolution
(i.e., no changes or addendums to current pro-
gram funding levels), there would be no ad-
ditional funding or Congressional guidance
regarding the Yucca Mountain license
application. In that event, it would appear
likely that the Court would issue a writ of
mandamus directing the NRC to resume the
proceeding using the remainder of the funds
Congress has appropriated.

Although it is theoretically possible that the
August 3 order might stimulate legislation
providing guidance one way or the other con-
cerning the Yucca Mountain project before the
112th Congress becomes history, this possibil-
ity seems very unlikely at present. Moreover,
on August 1, 2012, in an effort to promote a
Congressional dialogue concerning spent nu-
clear fuel, Senator Bingaman, Chairman of the
Senate Energy Committee, introduced § 3469,
the Nuclear Waste Administration Act of 2012
The bill attempts to capture most of the nuclear
waste management recommendations proposed
by the Blue Ribbon Commission on America's
Nuclear Future. Chairman Bingaman acknowl-
edged that § 3469 will not become law in 2012,
but he hopes to hold a hearing on the bill this
Fall.

EPA CONTINUES TO IMPROVE

REGULATION OF PUBLIC

HEALTH ANTIMICROBIALS**

By Mark Duvall
Mark Duvall is a Principal Attorney at

Beveridge & Diamond, P.C. in the firm's
Washington, D.C. office. He can be reached at
202-789-6090 or mduvall@bdlaw.com.

The U.S. Environmental Protection Agency
(EPA) has made a number of changes in recent
years to improve regulation of antimicrobial
pesticide products, particularly those related to
public health. EPA's regulation of public health
antimicrobials has long faced criticism, espe-
cially focused on the agency's efficacy testing
and data review processes. In response, EPA
has made significant efforts since 2009 to im-
prove regulation of public health
antimicrobials. The agency has worked to up-
date testing guidelines, increase the rate of
product testing, clarify enforcement protocols
for ineffective products, and streamline regula-
tory processes. Manufacturers can now base
tests of the efficacy of public health antimicrobi-
als on the 810 Series test guidelines, finalized
in 2012. Manufacturers are likely also relying
on the Data Requirements rule that EPA pro-
posed in 2008, although the draft final rule is
still pending review by the Office of Manage-
ment and Budget (OMB).

This client alert provides updates on EPA's
regulation, testing, and enforcement activities
related to public health antimicrobials since
May 2009. It supplements Beveridge & Dia-
mond's 2008 and 2009 antimicrobials client
alerts on this topic.1

I. INTRODUCTION: ANTIMICROBIAL
REGULATION THROUGH MAY 2009

A. OVERVIEW

The Federal Insecticide, Fungicide, and Ro-
denticide Act (FIFRA) includes antimicrobial
products under its broad definition of
pesticides. FIFRA requires that essentially all
antimicrobial products be registered before
they are sold in the United States. It establishes
extensive testing and labeling requirements.2

**Copyright ©2012 Beveridge and Diamond, P.C. All rights reserved. Reprinted with permission.
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Some antimicrobials are considered public
health pesticides, defined in FIFRA as those
‘‘registered for use and used predominantly in
public health programs for vector control or for
other recognized health protection uses, includ-
ing the prevention or mitigation of viruses, bac-
teria, or other microorganisms. . . that pose a
threat to public health.’’3 By contrast, non-
public health antimicrobials are not intended
to protect humans from disease, but rather to
protect inanimate objects from destructive bac-
terial growth.

Public health antimicrobial products are
categorized as sterilizers, disinfectants, or
sanitizers.4 These products are regulated more
stringently than other antimicrobials because
serious consequences could arise from use of
ineffective antimicrobials in medical settings.
As a result, EPA must find that public health
antimicrobials meet certain efficacy require-
ments to be approved for registration. No ef-
ficacy determination is required for non-public
health antimicrobials.5

EPA's Office of Pesticide Programs (OPP)
regulates antimicrobials and conducts the
Antimicrobial Testing Program (ATP) to ensure
that antimicrobials making public health
claims meet EPA's efficacy standards. All regis-
trants of antimicrobials must maintain efficacy
data, but only applicants for products that
make public health claims are required to
submit their efficacy studies to EPA.6 Regis-
trants conduct their own testing and submit the
results to OPP, which then determines whether
to approve the product for sale. After a public
health antimicrobial product is on the market,
OPP conducts independent testing to ensure
that the product meets efficacy standards.

B. CONTINUING CRITICISMS

Starting with a 1990 report by the Govern-
ment Accountability Office (GAO), several
government investigations over the last two
decades have pointed out problems with OPP's

regulation of public health antimicrobials.7 The
reports, issued by GAO as well as EPA's Office
of Inspector General (OIG), repeatedly called
on OPP to improve public health antimicrobial
regulations. The reports critiqued the low rate
of efficacy testing, high rate of product failures,
inadequate enforcement against ineffective
products, and lack of transparency. The reports
also consistently noted that EPA's preferred ef-
ficacy testing method for public health antimi-
crobials, the AOAC Use-Dilution Method test
(UDM), had long been criticized as unreliable.
The validity of the UDM, at one time ‘‘the most
widely used’’ efficacy testing method, has been
debated for decades.8

Antimicrobial manufacturers were also con-
cerned about the reliability of EPA's efficacy
testing. If EPA's tests incorrectly identified a
product as ineffective, manufacturers could
wrongly be ordered to stop selling their prod-
uct, or could face unjustified regulatory
penalties. Manufacturers additionally criticized
EPA's outdated antimicrobial regulations for
failing to reflect the unique qualities of antimi-
crobials as compared to other types of
pesticides.

C. 2008 PROPOSED DATA REQUIREMENTS

RULE

In 1996, Congress directed EPA to address
the problems raised in the GAO and OIG
reports. The Food Quality Protection Act of
1996 (FQPA) added subsection (h) to FIFRA
Section 3, requiring EPA to propose ‘‘regula-
tions to accelerate and improve the review of
antimicrobial pesticide products’’ within one
year.9 Three years later, EPA proposed registra-
tion requirements and other regulatory changes
for antimicrobials.10 Among other changes, the
1999 proposal would have established 12 new
use patterns specific to antimicrobials. The use
patterns were intended to address the unique
character of antimicrobial pesticides and to as-
sist applicants in determining which data re-
quirements applied to their products.
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In the preamble to the 1999 proposed rule,
EPAwrote that it ‘‘agree[d] wholeheartedly that
measures to strengthen the Agency's oversight
of antimicrobial efficacy. . . are desirable.’’
However, in 2001, EPA finalized only the por-
tions of the proposed rule that did not relate to
antimicrobials, noting that the nonantimicro-
bial provisions were ‘‘uncontroversial.’’11 The
portions of the proposed rule relating to antimi-
crobials remained unfinalized and were of-
ficially withdrawn in 2011.12

In 2008, EPA again issued proposed revisions
to the antimicrobial Data Requirements rule.13

In developing the 2008 proposal, EPA consid-
ered comments received on the 1999 proposal.
Some elements of the proposal remained the
same. For example, the 2008 proposal included
identical definitions for various types of antimi-
crobials, identical criteria upon which EPA
should consider whether a product made a pub-
lic health claim, and the same twelve new use
patterns. The 2008 proposed Data Require-
ments rule also included several changes from
the 1999 proposal. Among other changes, the
proposed rule divided the twelve new use pat-
terns into either ‘‘high’’ or ‘‘low’’ environmental
exposure categories.

The 2008 proposed rule met with some indus-
try criticism. Some commenters said the pro-
posal failed to sufficiently clarify the data
requirements and did not appropriately ad-
dress the uniqueness of antimicrobial
pesticides. Some groups objected to EPA's pro-
posed definitions of ‘‘public health claims,’’
‘‘disinfectants,’’ and ‘‘sanitizers,’’ arguing that
these definitions inappropriately effected policy
change via rulemaking.14

II. JUNE 2009-PRESENT:
ANTIMICROBIAL REGULATION
DEVELOPMENTS

A. 2010 EPA OIG REPORT

In 2010, OIG issued a new report evaluating

ATP's efficacy testing processes for public
health antimicrobials. The report, EPA Needs
to Assure Effectiveness of Antimicrobial Pesti-
cide Products, reiterated some of the same criti-
cisms contained in the previous GAO and OIG
reports. In particular, OIG found that ATP's
testing rate remained low: at the time of the
investigation, 40% of registered public health
antimicrobial products had not undergone ef-
ficacy testing. For the 60% of products that had
undergone testing, the report observed that
ATP still reported a ‘‘consistently high failure
rate.’’15

OIG also found that the test sample submis-
sion process did not adequately lay the ground-
work for enforcement actions. The submission
process was based on voluntary submissions
frommanufacturers, and the voluntary submis-
sions frequently did not establish the chain of
custody required to pursue enforcement
proceedings. Enforcement practices were ad-
ditionally weakened by inconsistent policies
across the different EPA regions. OIG further
noted that ATP's communication strategy did
not effectively inform public health antimicro-
bial purchasers, like hospitals, about test re-
sults or enforcement actions.

In response to the report, EPA accepted most
of OIG's findings and agreed that the ATP
should be redesigned. EPA stressed that it does
communicate with medical institutions, and
emphasized its belief that the majority of pub-
lic health antimicrobials in actual use have
been tested. EPA further noted that OPP has
put in place a number of measures geared
towards ‘‘developing a more streamlined and
effective program.’’16 These measures include
revising the Standard Operating Procedures for
sample collection, establishing a database to
better track products, and improving chain of
custody procedures to better facilitate
enforcement.

B. EFFICACY TEST GUIDELINE SERIES

In 2012, EPA finalized the Series 810 Prod-
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uct Performance Test Guidelines for Public
Health Uses of Antimicrobial Agents. The
guidelines provide detailed recommendations
for efficacy testing procedures for different
types of public health antimicrobials. The first
slate of Series 810 efficacy testing guidelines,
finalized in March 2012, addresses agents that
act as sterilants, disinfectants, and sanitizers
on hard and inanimate surfaces.17 The second
set of guidelines, finalized in June 2012, ad-
dresses disinfectants and sanitizers intended
for use in water, or on fabrics and textiles, and
air sanitizers.18

The guidelines do not eliminate the contro-
versial UDM test, although they note that EPA
is considering adopting quantitative test meth-
ods ‘‘as a possible replacement for current
qualitative methods.’’19Qualitative methods are
those that categorize results in qualitative cat-
egories, such as ‘‘Growth’’ or ‘‘No Growth.’’ The
UDM is a qualitative test. Ceasing to recom-
mend qualitative methods would therefore
mean eliminating all application of the UDM.

The testing guidelines that address disinfec-
tants for use on hard surfaces recommend the
UDM as an appropriate test for water-soluble
powders and liquids, including those used in
healthcare environments. In most cases where
the UDM is recommended for this type of anti-
microbial, the guidance also lists an alternative
recommended option (such as the AOAC Hard
Surface Carrier Test).20

The testing guidelines for disinfectants and
sanitizers used on textiles and fabrics21 and in
water22 also recommend the UDM. They do not
list alternative recommended options.

The testing guidelines addressing sterilants23

and sanitizers24 for use on hard surfaces and
the guidelines for air sanitizers25 do not recom-
mend the UDM.

C. TESTING PROGRAM IMPROVEMENTS

In response to criticisms that OPP lacked

transparency, ATP now releases its efficacy
testing records for public health antimicrobials.
Two years after the 2010 OIG report, the test-
ing statistics indicate that ATP has signifi-
cantly increased its testing rate. As of May
2012, ATP had conducted efficacy testing on
around 70% of all registered public health
antimicrobial products. In comparison, at the
time of OIG's 2010 investigation, ATP had
tested 60% of products on the market.

Although ATP is conducting more efficacy
testing of public health antimicrobials overall,
a significant number of tested products still fail
to meet efficacy standards. As of May 2012,
around 30% of tested products did not meet ef-
ficacy standards.

Based on the number of untested products
and the number of products that failed testing,
as of May 2012, ATP had confirmed the efficacy
of 50% of all public health antimicrobials on the
market.26

In July 2010, ATP underwent a management
effectiveness review, known as a ‘‘Lean Review,’’
to identify ways to improve its internal
processes. In February 2011, ATP reported
progress on some of the goals identified by the
Lean Review, such as reducing the time re-
quired to conduct testing, and encouraging con-
sistency and clarity between regional offices'
sample collection procedures.27

D. ENFORCEMENT

In December 2009, EPA updated the FIFRA
Enforcement Response Policy (ERP), the guide
used by EPA's Office of Enforcement and Com-
pliance Assurance (OECA) to determine ap-
propriate enforcement responses for FIFRA
violations.28 EPA says that adoption of the new
ERP has successfully addressed the enforce-
ment inconsistencies identified by the 2010
OIG report, because those inconsistencies oc-
curred under the old ERP. The 2009 ERP was
scheduled for review in December 2011, but in-
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formation on that review is not yet publicly
available.29

According to the May 2012ATP testing statis-
tics, 23% of total registered public health anti-
microbial products were subject to ‘‘agency ac-
tion’’ due to efficacy test failure. The testing
statistics report does not state the type of
agency action being pursued against specific
products. As defined by the testing statistics
report, ‘‘agency action’’ could include a range of
activities, from requiring additional testing to
initiating enforcement action.30

Most likely, the agency actions indicated by
the testing statistics report are not enforcement
actions. Overall, EPA pursues relatively few
enforcement actions based on efficacy test
failures. Between 2007 and 2010, EPA launched
eleven enforcement actions against public
health antimicrobials that failed efficacy
testing. Of those, 10 were initiated between
2007 and 2009, one was initiated in 2010, and
none has been initiated since.31 Penalties
ranged from $2,000 to $552,400.32

Most failed products are therefore probably
subject to regulatory actions, such as requiring
additional testing or cancelation of the
registration. Manufacturers may also partici-
pate in settlements outside of the scope of
enforcement proceedings.

To address the chain of custody issue raised
in the 2010 OIG report, OPP has worked to
improve its handling of samples to facilitate
enforcement.33 In September 2010, OECA is-
sued a revised ATP Sample Collection Protocol
and issued additional guidance on the collec-
tion of products in the marketplace. EPA also
began recommending that each regional office
appoint an ATP coordinator to assist inspectors
in locating samples.34

E. PENDING OMB REVIEW OF DATA

REQUIREMENTS RULE

In October 2011, 15 years after FQPAdirected

EPA to issue an antimicrobials rulemaking,
EPA forwarded the draft final Data Require-
ments rule to OMB for review. EPA's latest
Regulatory Agenda predicted that the final rule
would be published in February 2012, but
OMB's review has delayed that date.35 OMB's
delay in reviewing the rule may be part of a
general slowdown in regulatory developments
in anticipation of the 2012 presidential election.

III. CURRENT STATUS

Although OMB review of the 2008 proposed
Data Requirements rule is still pending, the
rule is apparently followed in practice. The
Pesticide Registration Manual, EPA's resource
for companies seeking to register pesticides, en-
courages companies to rely on the proposed
rule. The manual notes that although the pro-
posed rule ‘‘has not been promulgated and is
not in effect, EPA believes that it contains use-
ful information that registrants may wish to
consult in trying to determine what data may
be required for particular use patterns of anti-
microbial pesticides.’’36

Within the next year, the ATP Lean Review
is expected to issue recommendations on the
future structure of ATP. EPA will likely con-
tinue to revise its registration, testing, enforce-
ment, and communication procedures to in-
crease the efficiency and efficacy of
antimicrobials regulation.

For more information, please contact Mark
Duvall at mduvall@bdlaw.com.
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