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EPA/PPDC
Alternative Tresting| Project

Origin: Initiated oy ERA/OPP Directer JimiJones
fellewing discussion with BillF Stokes: andf OPP's, Eeaeral
Advisery: Committee (PPDC).

Goeal: Consider adoptien off Ren-animall metheds te the
Draize metheds fier acute eye and skinilrrtatien for a
parrow: class; eff OPP regulated products.

SECLOr SPEecIfic: Project scope imited ter antimicrebial
cleaningl preducts: enly-comparatvely: rehust data Dase.

Narrew: Regulatery Purpese: Allow ERA reviewers: to
make Tioxicity’ Categoery: and Product Labelingl decisions
pased upon these altermative assays.



Overview

Anti-Micrehial Cleaning Products,

e.0. Mr. Clean, Eebreze, Scrubhing
Bubbles, Windex Anti-Micrehial

ard Evaluation,
alysis, in vitro test
ation

Non-Animal Ha
e.g. formulation 3
Info

EPA Labeling Categories,
e.g. CAUTION (Toxic Category Il
eye irritant)



Plan of Action

Gather extant data on eye and skin
IFAtation

Botlh animal and nen-aninmal tests
ENll Inrgaps

Develop Background Review Decument for
|CCVANI review



Participants

EIght ceompanies:
@ 0] 0)4
Coelgate Palmplive
Dial
Ecol abs
Johnsonbiversey
RP&G
Reckitt Benckiser
SC Johnson

nave submitted data and will'assist
the pregrami i various ways.



Non-Animal Assays

Anticipated non-animallassays for eye:

a Cytesensoer'assay; Real time information
0| cyletexicity to moenolayer cells —
Mila/Viederatie end

s EpiOcular™ assay; Engineered! 3-ID'medel
(Auman tissue) efi coneal epithelium —
Mild/Viederaie end

x Boevine Cormea Opacityand Permeanlity,
(BCOP) Assay; Discarded bevine Comeas
fiieny slaughterr NeUSES previde erganotypic
tissue — Moderate/ Aggressive




Nen-Animal Assays

Anticipated non-aniimal assays for SKing

s EpiDerm™: Engineered! 3-IDrmedel (human tissue)) of
epidermis; OECD Guideline for corrasivity: and EPA
pPerfermance standand decument

a \Wherne approprate; human; skinicompatibility, e.a. 41r
patch test




Progress

Confidentiality: has bbeen ensured. No data in the
sulbmissien Will Be traceable; teran individuali cempany.

[Datahase has heeni constructed and =330 animall studies
(2801with full Infermation)), andl=500 i vitie studies; (=160
paired with animal data) have been entered: by buckert.

A determination oii general testing strategy: has heen
made.

A number of “gap-illing” studies have been completed and
others ane undenvay, maimnly with BCOP anadl EpiOcular.

TThe Backgreund Review: Decument (BRD) Is being
prepared for ICCVAMI review.



Path Eerward

Briefed ICCVAM Ocular and Dermal fiechnical
Working Groupr(10/24/06).

Completing Histopatihelegy: for BCOP testied
materals (12/06)).

Submissien ofi BRD ter ICCVAM (Spring ‘07).

Briefi PRPIDC en preliminany: ICCYAM reaction (IViay:
07).

EPA consideration ofi Interm| Science Policy. o)
nen-animal assays (Summer/Eall 07).



5 — Year Plan for Alternative Methods

Congress has reguested that the ICCVAM 1n
partaership wWith relevant federall agencies, develop a
5-year plan that addresses research, development,
transiation; and Validation o new and revised non-
animal and ether alternative assays: for Integration
Inte) federal agency/ testing programs, Identification ofi
areas; ofi Migh prienity/ for new: and! revised nen-animeai
and alternative assays fier replacement, reduction,
and refinement (less pain and distress) ofi animals
tests.



5 — Year Plan for Alternative Methods

he EPA prienties willlbe organized: 1y,
OSCP

NIEHS will-erganize agencies: prorties

T'he process to develop the 5-Year Plan
Includes opportunities for public comment
QNI the criteria for selection and the drait
priority list
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