


OPP Incident Data
Update

April 22, 200




Agenda

= OPP Overall Strategy Regarding Incident Data

= Anne Overstreet
= Pets
= Kimberly Nesci
* Pyrethrins/Pyrethroids

= Mary Manibusan

= National Pesticide Information Center (NPIC) New
Portal




OPP Incident Data Workgroup
Background

2006 - OPP committed to presenting a series of reports on incident
information to the PPDC.

October 2007- the Agency presented the first report which provided
an overview of the main sources/limitations of incident data, how
the Agency currently utilizes the information in risk communication,
performance accountability and enforcement.

June 2008 - an OPP-wide Incident Data Workgroup was formed to
build on past work and develop a strategic plan to improve the
Agency’s management and utilization of incident data.




OPP Incident Data Workgroup
Goals

= Develop animproved electronic system for
reporting, tracking, managing and analyzing
incident data.

» Create an internal system to pull together various
data sources currently available to OPP into a single
database.

" Improve outreach with other federal agencies,




Progress Since October 2008
PPDC Meeting

= QOctober 2008 - a reporting portal was launched
for veterinarians relating to pet incidents via the
National Pesticide Information Center (NPIC)

= March 2009 - PMRA demonstrated incident data
reporting site to the Incident Workgroup and
mangers within OPP. Ideally, OPP would like to
harmonize reporting systems for mutual benefit.

= May 2009 - launch of a second incident portal to




OPP Incident Data Workgroup
Ongoing Work

= External database

= Continue to develop an overall electronic web-based
reporting portal for all incident data specifically focusing on
the reporting of registrant submitted 6(a)(2) data.

= OPP continues to share dialogue with Canada PMRA

= Internal database improvements

= Continue to develop a single database to pull together
various data sources currently available to OPP

= Preliminary work to rewrite the 40CFR regarding reporting
requirements and submission format




Pet Incidents

Kimberly Nesci, Registration Division
= Advice

= Released an advisory statement on April 16, 2009 at the
same time as a similar statement from Health Canada.

= |nvestigation - Ongoing

= Conducting an analysis/evaluation of the incidents

= ldentifying products that may need further requlatory
action

= Reviewing premarket testing to determine if the domestic
animal safety studies are adequate to protect pets
. . . th




Pyrethrins/Pyrethroids

Mary Manibusan, Health Effects Division

Overview

= Center for Public Integrity (July 30, 2008) reported an
association between pyrethrins/pyrethroids and
asthma and allergies

= USEPA/OPP initiates review on
pyrethrins/pyrethroids to determine whether a
relationship exists between exposure and asthma
and allergies

= OPP Workgroup to explore this relationship via




Center for Public Integrity

reported:

» Pyrethrins and pyrethroids human incidents have
increased 300% over the past decade

* This class makes up approximately 26% of all fatal,
major, and moderate incidents in 2007

= Total of 5o fatalities are associated with
pyrethrins/pyrethroids since 1992, with 20 occurring
between 2003 and 2007

= Poison Control Center data shows human incidents
increasing 63% between 1998 and 2006

* Note: EPA performed an analysis of these findings and could not verify these
conclusions, with the exception of this class making up 26% of all fatal, major and
moderate incidents in 2007. EPA does not support an evaluation of incident data
based on numbers of cases reported, but rather a integrated scientifically based
analysis of all the available human and animal toxicology data.




Objective:

= To determine whether an
association exists between human
exposure to pyrethrins and

pyrethroids and asthma and
allergies




Definitions:

Pyrethrum is an extracted form of
Chrysanthemum, a known dermal and respiratory
allergen

Pyrethrins are refined forms of pyrethrum

Pyrethroids are synthetic insecticides that have
been modified to increase their environmental
stability and their insecticidal properties

Asthma is a chronic inflammatory disease of the
airways characterized by reversible airway
constriction upon exposure to a provoking agent

Allergy is an immunologically mediated adverse
reaction to a chemical resulting from previous
sensitization




Incident data is more than
a nhumber...

= Evaluation of Human Incident Data must
be “biologically evidence based "and not
a simply a number count

= Criteria for Evaluation:
= Consistency

© Reproducibility




“Weight-of-Evidence™ Approach

= Animal Toxicology Data

* Acute oral, inhalation, dermal,
dermal sensitization studies

- Dose Response data at site of toxicity

- Pharmacokinetic data on absorption,
distribution, metabolism and
excretion




“Weight of Evidence”

= Human Data

* Human Studies — Sensitive
subpopulations

* Population level studies — Human
variability

- Epidemiology Studies — Prospective
cohort study

* Human Incident Data — 6(a)(2)




Additional Data:

» Other Federal Regulatory Agency's
findings for pyrethrins and pyrethroids

= USFDA pediculicides (e.q., lice shampoos)
= USEPA/OAR: Indoor air and asthma

* Previous and published reviews on this
potential relationship

= Research needs, uncertainties and




Communication:

* Pyrethrins/Pyrethroids website
= Link to pyrethrins/pyrethroids docket
where this analysis will be located

* Pyrethrins/Pyrethroids registration review
docket

- Emerging issues (e.g., total release foggers,
etc.)

~ Fact sheet on pyrethrins/pyrethroids and




Timeline:

* Finalization of analysis — late Spring 2009
= Develop website — early Summer 2009

= Qutreach to Stakeholders — early-mid
Summer 2009
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NPIC ‘“Reporting Pesticide Problems”
Frank Davido, ITRMD




NPIC “Reporting Pesticide Problems”




NPIC Ecological Reporting Portal




NPIC Ecological Reporting Portal




NPIC Ecological Reporting Portal




NPIC Ecological Reporting Portal




PMRA Incident Data Reporting Website




Questions or Comments?

=  Anne Overstreet

= Special Review and Reregistration Division
= (703)308-8068

=  Overstreet.anne@epa.gov

=  Kimberly Nesci

=  Registration Division

= (703)308-8059

= Nesci.kimberly@epa.gov

=  Mary Manibusan, Chief

=  Toxicology and Epidemiology Branch
= Health Effects Division
=  (703) 308-0025
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