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OECD SERIES ON TESTING ANDASSESSMENT
Number 34
GUIDANCE DOCUMENT ON THE VALIDATION
AND INTERNATIONAL ACCEPTANCE OF NEW
OR UPDATED TEST METHODS FOR HAZARD
ASSESSMENT
|. APPROACHES TO VALIDATION

ll. DESIGN AND CONDUCT OF VALIDATION STUDIES

lll. INDEPENDENT EVALUATION OF A VALIDATION
STUDY (PEER REVIEW

V. INTERNATIONAL REGULATORY ACCEPTANCE OF
VALIDATED TESTS

V. NEW TEST SUBMISSIONS: SUPPORTING
DOCUMENTATION
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Example of organization for validation study

Sponsors

Chemical Validation Biostatistics

Selection | Management

Colmmlttee Team
Chemical acquisition, Lead Laboratory
Coding and Training
distribution Protocol

Lab 1 Lab 2 Lab 3
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e Pre-validation

Formal validation

Catch-up validation (me-too validation

Formal
performance standard

Q> Lo~

11



Formal validation

@™ <~

Catch-up validation

12



e Pre-validation Formal validation

e Catch-up validation
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cell transformation assay

cell assay
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2009 OECD

Hershberger bioassay

ER«

performance TG
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2009 OECD

TG403
TG436  TG403 GD39
GD 39
TG 412 Subacute Inharation Toxicity TG 413
Subchronic Inharation Toxicity
TG 451 TG 452 TG 453
combine
TG451 452 453 GD
In vitro

TG 211

GD63
GD64

TG302C
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2009 OECD

TG 429: Skin Sensitisation: Local Lymph Node Assay (USA); for a
Non-Radioisotope version of the Local Lymph Node Assay (Japan);

updating TG 430: In vitro Skin Corrosion: Transcutaneous Electrical
Resistance Test (TER) (USA);

TG 431: In Vitro Skin Corrosion: Human Skin Model Test (USA);

TG for an in vitro human epidermal model to assess skin irritation:
LabCyte EPI-MODEL24 (Japan);

Developmental Reproductive Toxicity Test (UK)
TG 211: Daphnia Reproduction test (Denmark)
TG for a Protozoa Activated Sludge Test (Germany)

Guidance Document on the derivation of an Acute Reference
Concentration (ARfC) (USA)

Guidance Document on using Cytotoxicity Tests to Estimate Starting
Doses for Acute Oral Systemic Toxicity Tests (USA)
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Summary of International cooperation

CVAM (Center for the Validation Methods)

ICCVAM

ECVAM NICEATM

* X %
* *
* *
* *

***

JaCVAM Steering committee
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AdV|Sory Researchers Association .
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EU DG Joint Research

. Directive

ECVAM Center, Institute for 86/609/E 62 39
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The Proposal

International Cooperation
on Alternative Test
Methods (ICATM)
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Critical Area #1: Validation Studies

« Key Aspects of Cooperation

— Information Sharing Prior to Validation Effort; Lead
Member will provide to other members:

« Study objectives

» Specific regulatory testing purpose
* Proposed validation study design

» Detailed study protocols

e Substances to be tested, and the basis for their
selection

— Objective: Develop consensus on critical aspects
of validation studies before the validation study
starts!
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ICATM Purpose

To promote international cooperation, collaboration, and
communication among national validation organizations in

order to:
= Ensure optimal design and conduct of validation studies

- That will support national and international regulatory
decisions on alternative methods proposed for regulatory

testing.
= Ensure high quality independent scientific peer reviews

- Provide for transparency and the opportunity for stakeholder
involvement

= Enhance likelihood of harmonized recommendations by national
validation organizations

= More rapid international adoption of alternative methods

= Avoid duplication of effort and leverage limited resources to
leye greater efficiency and effectiveness

ach
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ICATM Proposed Membership

a.ICATM is a voluntary international group of
validation organizations from the United States,
Japan, the European Union, and Canada.

b.The four initial ICATM members are:
- NICEATM-ICCVAM
- ECVAM-ESAC
- JaCVAM
- Health Canada

The inclusion of other members and their
appropriate status can be decided by
consensus by the members.
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International Cooperation on
Alternative Test Methods

Provides a framework for enhanced international
cooperation, collaboration and communication in three
related but independent critical stages:

1. Test method validation studies

2. Independent peer review of the validation status of
test methods

3. Development of formal test method
recommendations

Recognizes that consistent and effective cooperation,
collaboration, and communication are essential during
ALL three stages in order to support and achieve
International regulatory acceptance of alternative test
methods within the shortest possible timeframe in the
most efficient manner
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ICATM

ICATM
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ICATM VMT

Back review document
performance Standard
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