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Focus
resources on
risks of
greatest
concern

http://www.epa.gov/opp00001/science/testing-assessment.html
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Partnerships

*Stakeholder engaqger
* Transparenc
* Public trust
*PPDC 215t Century Toxicoloc
Integrated Testing Strat
Workagrounp

*Collaboration with industry, F
agencies, international gover




http://epa.gov/pesticides/ppdc/testing/index.html



Recommendation for OPP
Metrics

*GENERAL GOALS

*Phase out animal testing for acute "6

endpoints (acute oral, dermal, in
dermal and eye irritation; c
sensitization)

* Consistent and reqular reductions |
numbers of animals used for acui

I 1
P

* Consistent and reqular increases in t!

of non-animal methods and exi
information used to make requ!
decisions



Recommendation for OPP
Metrics

*SPECIFIC GOALS

* Allow OECD-approved in vitro ski
method for registration for all chemist
2015 CalendarY

* Accept suite of in vitro tests for skin
within 6 months of acceptance at th

* Phase out multiple routes of ex|
developing reliable route-to-route ex
principles or other comprehensi
policies)

* Phase out acute dermal test for majority of reg
years



Method Acceptance Status



Recommendation for OPP
Metrics

* Workgroup Proposed Near-Terr
 Number of in vitro tests submitted per end
 Number acute animal tests submitted per e
e Estimate of animals used in acute t
* Number of dossiers with “alternative approaches”

* OPP Metrics Workar

* Goal: Develop an OPP process for measuring and
towards 215t C goal

* Charged with developing metrics, criteria, tracl
methodoloqi

* Participants from multiple divisions. Report to U
Policy Council (SciPoc) & OPP’s Risk Managerr
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(http://iccvam.niehs.nih.gov/announcements/ICCVAM-
all/2013-02-06-EHP.htm
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Guideline

870.1100

870.1200

870.1300
870.2400
870.2500
870.2600

870.6200

Study Type

Acute oral toxicity — Rat

Acute dermal toxicity — Rat /Rabbit

Acute inhalation toxicity — Rat
Primary eye irritation — Rabbit
Primary dermal irritation — Rabbit
Dermal sensitization — Guinea Pig

Acute neurotoxicity — Rat

Food Use

e
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Non-Food Use
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Table 1. Handler PPE for WPS Products

Route of
Exposure

Toxicity Category by Rowte of Exposure of End-Use Product

I
DANGER

II
WARNING

IIT
CAUTION

v
CAUTION

Dermial Toxicity
or Skin Initation
Potential’

Coveralls wom over
long-sleeved shirt
and long pants

Coveralls worm owver
short-sleaved shirt
and short pants

Long-slesved shirt
and long pants

Long-sleeved shirt
and leng pants

Socks

Sacks

Socks

Socks

Chemical-resistant
footwear

Chemical-rasistant
footwear

Shoes

Shoss

Chemical-resistant
Glowes?

Chemical-resistant
Gloves®

Chemical-resistant
Gloves?

.. ]
Mo minimum

Inhalation Respiratory Respiratory No minimum® Mo minimum®
Taoxicity protection device™ protection device”
Eye Imitation Protective E}"Ehl'EEII'j Protective epewear:' No minimum® Mo minimum®

Potential
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New Vision & Direction for ICCVAM

* Short-term: Initiall
three projects wer
identified

* Biologics: Leptospi

vaccine potency (USD/

e Acute oral and derr
toxicity testing (EP/
OPP)

* Skin sensitization (EPA,
FDA, CPSC)

* OECD documents on the AOP
skin sensitization

* Significant worldwide progre
the development of in vitro/i
chemico/in silico assays whic!
not use intact animal

* ICCVAM is developing a straf
for how it plans to evaluate s
sensitization test methods
for making progress towards
sensitization testing without !
use of intact animal

* In 2013, developed & recei
public comments on “"ICCV/
Proposed Activities on Alter
Skin Sensitization Test Met!
and Testing Strategies’

~

22






Alternative Assays

*EPA-OPP isin the early stz
collaborative project with r
stakeholders & NICEAT!

* Alternative batteries for skin sensi
dermal irritation, skin irrit

* Canada PMRA, animal welfare groi
* Meeting held on M
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