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Dear Dr. Brown-Rytlewski,

I am responding to your letter, dated February 13, 2009, to Mr. John Bazuin in the Registration
Division of EPA’s Office of Pesticide Programs. In your letter, you outlined three major
concerns with recent label claims approved by this Office for Headline (pyraclostrobin) products:
(1) increased use of the product that “almost guarantees earlier selection for resistance in certain
pathogen populations to a valuable class of fungicides,” (2) increased use of the product such that
non-target impacts are seen, including “suppression of beneficial fungi” that help keep certain
insect pathogens in check, and (3) lack of claim substantiation.

With respect to your first concern, prevention of resistance development, particularly to reduced
risk chemistries, is an important issue to the Agency (EPA). In fact, the Office of Pesticide
Programs has recently formed an internal resistance management workgroup to review our
engagement on this issue and to develop a strategic work plan to address emerging areas of
concern. Our scientists have started conversing with a wide range of key stakeholders in this
effort, including growers, university research scientists and extension specialists, USDA,
American Phytopathological Society, Weed Science Society of America, Entomology Society of
America, and Canada’s Pest Management Regulatory Authority (PMRA). Later this year, we
expect to make public our strategic work plan through our web site and will welcome comments
from you and your colleagues. Arnet (Skee) Jones, a Branch Chief in our Biological and
Economic Analysis Division, has been leading this effort.

I would like to note that the manufacturer of Headline has complied with Agency
recommendations to include resistance management language on product labeling. Thus, the
Headline label contains language intended to reduce sequential applications of the product and to
limit the maximum seasonal-use rate. Also, there is a recommendation to rotate to fungicide
classes with different modes of action. Other manufacturers have also complied with the
Agency’s recommendation to incorporate resistance management language on their labels, based
on the Agency’s Pesticide Registration Notice 2001-5 (http://www.epa.gov/PR_Notices/pr2001-
5.pdf). Further, all products in the strobilurin class of fungicides carry resistance management
labeling, including language that promotes rotation of this class of chemicals with chemicals that




have a different mode of action. Nevertheless, we would appreciate receiving any data or other
documentation of which you are aware that indicates the current resistance management approach
through labeling has not been effective for strobilurin fungicides, including pyraclostrobin. This
information can be provided directly to Arnet (Skee) Jones at Jones. Arnet@epa.gov

We would be interested in learning more about your second concern, i.e., avoidance of adverse
effects on beneficial fungi and subsequent insect pest flares or outbreaks. Such outcomes would
be counter to IPM goals and could increase risks due to the need for increased use of insecticides.
Again, we would welcome any data or information documenting such outcomes, particularly as
they relate to any increases in use of strobilurin fungicides. As above, this information should be
provided directly to Skee Jones.

With respect to your third concern, claim substantiation, the Agency does not routinely require an
applicant to submit efficacy data on pesticide products intended to control plant pathogens, insect
pests or weeds. For some time, the Agency has allocated resources for product efficacy data
review to “public health” products, i.e., those with claims to control human pathogens or their
insect vectors. Our reasoning in this approach is that for most agricultural pesticides,
effectiveness can be observed by users in the field who will then make their buying decisions
accordingly and, thus, our resources are better focused on assessment of human health and
environmental risk assessment and effective risk management.

As there has been continuing interest in this issue, we have made your February 13 letter
available for public viewing and will similarly post this response on our web site. Further, we
will make public any additional information/data you provide to document your concerns as well
as our written review of that data/information. If you are interested in presenting information to
our scientists in person, we would also be happy to arrange a meeting. [ can be contacted at
Rossi.Lois(@epa.gov or 703 305 5447.
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