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OFFICE OF
PREVENTION, PESTICIDES AND TOXIC SUBSTANCES

September 13, 2007
MEMORANDUM

SUBJECT: Transmittal of Meeting Minutes of the FIFRA Scientific Advisory Panel Meeting
Held July 17 - 18, 2007 on Guidance on Test Methods for Demonstrating the
Efficacy of Antimicrobial Products for Inactivating Bacillus anthracis Spores on
Environmental Surfaces

TO: Debbie Edwards, Director
Office of Pesticide Programs

FROM: Joseph E. Bailey, Designated Federal Offi
FIFRA Scientific Advisory Panel
Office of Science Coordination and Policy

THRU:  Steven Knott, Executive Secretary Ada 2 A
FIFRA Scientific Advisory Panel \ﬂﬁ‘jﬁ s
Office of Science Coordination and Policy
Clifford J. Gabriel, DirectW ““Z‘
Office of Science Coordination*and Pglicy

Attached, please find the meeting minutes of the FIFRA Scientific Advisory Panel open
meeting held in Arlington, Virginia on July 17 - 18, 2007. This report addresses a set of
scientific issues being considered by the Environmental Protection Agency pertaining to
guidance on test methods for demonstrating the efficacy of antimicrobial products for
inactivating Bacillus anthracis spores on environmental surfaces.
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Notice

These meeting minutes have been written as part of the activities of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), Scientific Advisory Panel (SAP). The
meeting minutes represent the views and recommendations of the FIFRA SAP, not the United
States Environmental Protection Agency (Agency). The content of the meeting minutes does not
represent information approved or disseminated by the Agency. The meeting minutes have not
been reviewed for approval by the Agency and, hence, the contents of these meeting minutes do
not necessarily represent the views and policies of the Agency, nor of other agencies in the
Executive Branch of the Federal government, nor does mention of trade names or commercial
products constitute a recommendation for use.

The FIFRA SAP is a Federal advisory committee operating in accordance with the
Federal Advisory Committee Act and established under the provisions of FIFRA as amended by
the Food Quality Protection Act (FQPA) of 1996. The FIFRA SAP provides advice,
information, and recommendations to the Agency Administrator on pesticides and pesticide-
related issues regarding the impact of regulatory actions on health and the environment. The
Panel serves as the primary scientific peer review mechanism of the Environmental Protection
Agency, Office of Pesticide Programs (OPP), and is structured to provide balanced expert
assessment of pesticide and pesticide-related matters facing the Agency. FQPA Science Review
Board members serve the FIFRA SAP on an ad hoc basis to assist in reviews conducted by the
FIFRA SAP. Further information about FIFRA SAP reports and activities can be obtained from
its website at http://www.epa.gov/scipoly/sap/ or the OPP Docket at (703) 305-5805. Interested
persons are invited to contact Joseph E. Bailey, SAP Designated Federal Official, via e-mail at
bailey.joseph@epa.gov.

In preparing these meeting minutes, the Panel carefully considered all information
provided and presented by EPA, as well as information presented by public commenters. This
document addresses the information provided and presented by EPA within the structure of the
~ charge. '
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INTRODUCTION

The FIFRA Scientific Advisory Panel (SAP) has completed its review of Guidance on
Test Methods for Demonstrating the Efficacy of Antimicrobial Products for Inactivating Bacillis
anthracis Spores on Environmental Surfaces.

Advance notice of the SAP meeting was published in the Federal Register on
March 14, 2007. The review was conducted in an open panel meeting July 17 — 18, 2007 held in
Arlington, Virginia. Dr. Steven G. Heeringa chaired the meeting. Joseph E. Bailey served as the
Designated Federal Official.

EPA regulations require that product performance (efficacy) studies be submitted to
support registration of an antimicrobial product for which public health claims, such as
“disinfect” or “sterilize” are made (40 CFR Part 158.640). In addition, any claim of inactivation
of a specific microorganism should be supported by valid data that demonstrate the efficacy of
the product against that particular microorganism. At this SAP meeting, the EPA presented draft
guidance concerning efficacy testing to support a claim that an antimicrobial product inactivates
Bacillus anthracis spores on inanimate environmental surfaces. EPA sought the assistance of
the FIFRA SAP to review and comment on the scientific basis for efficacy data requirements to
support registration of products that make such claims. Specific topics the FIFRA SAP
considered included available qualitative and quantitative sporicidal efficacy test methods, use of
various coupon materials to conduct tests, use of test surrogates for B. anthracis, and the
adequacy of performance standards for quantitative sporicidal testing. Further, EPA requested
the SAP to review and comment on the scientific basis for using a "simulated use test" for gases
and vapors to support registration of sterilants and sporicides.

Debbie Edwards, Ph.D., Director of the Office of Pesticide Programs, provided opening
remarks at the meeting. The agenda for this SAP meeting included an introduction of the issues
under consideration provided by Jeff Kempter, Antimicrobials Division, Office of Pesticide
Programs, EPA. Presentations of technical background materials were provided by Stephen
Tomasino, Ph.D., Microbiology Laboratory Branch, Biological and Economic Analysis Division,
EPA; Vipin Rastogi, Ph.D., Edgewood Chemical and Biological Center (ECBC), Department of
Defense; Marty Hamilton, Ph.D., Montana State University; Shawn Ryan, Ph.D., National
Homeland Security Research Center, EPA; and Michele Wingfield, Antimicrobials Division,
Office of Pesticide Programs, EPA. ‘



PUBLIC COMMENTERS
Oral statements were presented by:

Joan Stader, Ph.D., Clean Earth Technologies, LL.C
E. Barry Skolnick, M.S.

Written statements were provided by:

E. Barry Skolnick, M.S.



SUMMARY OF PANEL DISCUSSION AND RECOMMENDATIONS

During the two days of discussions, the Panel was impressed with EPA efforts to improve
the scientific basis of its regulatory process. This includes both the improvements carried out to
date as well as EPA’s willingness to seek input as it continues these efforts. Establishing
properly validated, scientifically accurate tests of decontamination strategies is a complex and
labor intensive task, and the Panel applauds EPA for meeting this arduous challenge head-on.

Charge Questions 1 and 2 focus on the use of AOAC International (AOAC) Official

~ Method 966.04. The Panel believes that, in its overall framework, this method is suitable to
support antimicrobial product claims for inactivation of Bacillus anthracis spores. However,
there are significant concerns with many of its technical details. The Panel believes that the
establishment of Method II by EPA scientists is a very important and successful step in the
direction of improving AOAC Official Method 966.04. The Panel strongly encourages
continuation of the process of improvement represented by the establishment of Method II. In
particular, the Panel recommends production of spores using one of the conventional liquid
sporulation methods. Such a method is technically easier and faster than the one described in
AOAC Official Method 966.04, Method I, and will generate a preparation of spores with much
more uniform physiological features and also produce an adequate number of spores for testing
purposes. The Panel also recommends updating the spore purification, storage and validation
procedures. In particular, phase contrast microscopy should be employed as a primary method of
quality control at all stages of preparation and purification.

Charge Question 3 asks whether achieving a 6-log reduction in spore titer is a valid
criterion for stating that a product inactivates B. anthracis. The Panel believes that a quantitative
test is superior to a qualitative test and, in general, the 6-log criterion is valid. However, there are’
several critical caveats that must be stated. First, in real world situations, there will inevitably be
environmental “hotspots”, where the spore density will be such that a 6-log inactivation will be
insufficient. Second, the effect of organic burden and other materials present with spores can
affect the use of this criterion. Third, current sampling methods may be inadequate for
environmental surfaces, thereby preventing accurate measurements of spore titers. Fourth, the
level of acceptable residual risk has not been explicitly considered, as this is outside the scope of -
the Panel’s charge. Nonetheless, this is still an important point that needs to be addressed. Fifth,
positive controls of disinfection efficiency using known sterilants should be included. Overall,
the Panel sees its charge as asking whether a 6-log reduction in spore activity is an adequate
measure of the quantitative sporicidal efficacy, particularly vis a vis qualitative tests and, on this
focused question, the Panel agrees that it is.

Charge Question 3.1 asks for comment on EPA criteria for selection of coupon material.
The Panel believes that the EPA criteria are reasonable, but incomplete. The Panel identified
many areas where additional analysis is needed in development of a process for selection of
coupon material. Among the important issues identified by the Panel are the following. 1) Itis
unclear how many coupon material types should be specified for an adequate test. Clearly, a
relatively large number (more than two) would be needed to fully represent the diversity of
surfaces in a typical environment, such as an office. 2) The consequences, for any subsequent
test, of cleaning and sterilizing coupon surfaces need to be characterized. 3) The interactions
between the coupon and the product being tested need to be characterized. 4) The impact of
coupon porosity on all aspects of testing needs to be addressed.
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