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Laboratórios

• Macromoléculas

• Química biológica

• Microscopia Aplicada às Ciências 

da Vida

• Microbiologia

• Bioengenharia Tecidual

Metrologia Aplicada Às Ciências 

da Vida (DIMAV)

Implementação e 
disseminação de 
métodos alternativos para fins de 
registro / superação de barreiras não 
tarifárias (OECD-WNT) 



A Organização para a Cooperação e Desenvolvimento Econômico

(OCDE) é uma organização internacional que trabalha para construir
melhores políticas para uma vida melhor.

[OECD/LEGAL/0194] A ”Council Decision on the Mutual Acceptance of Data in the Assessment of Chemicals” de 1981

[OECD/LEGAL/0252] A "Council Decision-Recommendation on Compliance with Principles of Good Laboratory Practices” de
1989 que estabelece procedimentos para monitorar a conformidade aos princípios de BPL por meio de inspeções e
auditorias de estudo, bem como um framework de ligação internacional entre as autoridades governamentais de
monitoramento e recebimento de dados.

[OECD/LEGAL/0194] revisão1997 [C(97)114/Final] Decisão do Conselho sobre a adesão dos países não-membros aos
Atos do Conselho relacionados à Aceitação Mútua de Dados na Avaliação de Produtos Químicos que estabelece um
procedimento para que as economias não-OCDE participem como membros plenos deste sistema.

SISTEMA DE ACEITAÇÃO MÚTUA 

DE DADOS (MAD)



SISTEMA DE ACEITAÇÃO MÚTUA 

DE DADOS (MAD)

BOAS PRÁTICAS LABORATORIAIS 

Os Princípios de Boas Práticas Laboratoriais são

um sistema de qualidade que abrange o

processo organizacional e as condições sob as

quais estudos não-clínicos de segurança à

saúde humana e ao meio ambiente são

planejados, desenvolvidos, monitorados,

registrados, arquivados e relatados.

DIRETRIZES DE TESTE DA OCDE

As Diretrizes da OCDE para o teste de produtos

químicos são uma coleção de metodologias de

teste, internacionalmente acordado, usados por

governos, indústria e laboratórios independentes

para avaliar a segurança dos produtos químicos.

Eles são usados principalmente em testes de

segurança para fins regulatórios, de notificação e

de registro.



SISTEMA DE ACEITAÇÃO MÚTUA 

DE DADOS (MAD)

CRITÉRIOS

O estudo deve ter sido

realizado de acordo com

as Diretrizes de Testes da

OCDE e os Princípios de

BPL da OCDE

O estudo deve ter sido

realizado em uma

instalação de teste que

tenha sido inspecionada

por um programa nacional

de monitoramento de

conformidade às BPLs

O programa nacional de

monitoramento de

conformidade às BPLs

deve ter sido submetido a

uma avaliação bem-

sucedida da OCDE

Se todos os três critérios forem atendidos, todos os países 

membros da OCDE, bem como os full adherents da MAD, 

devem aceitar os dados do estudo.



ESCOPO

SISTEMA DE ACEITAÇÃO MÚTUA 

DE DADOS (MAD)

Estudos não-clínicos de

segurança à saúde

humana e ao meio

ambiente (TG OECD XXX)

QUÍMICOS INDUSTRIAIS

PRODUTOS FARMACÊUTICOS

PESTICIDAS

BIOCIDAS

PRODUTOS MÉDICOS 

VETERINÁRIOS

ADITIVOS DE ALIMENTAÇÃO

ESCOPO BRASILEIRO BPL: 

Produtos Químicos Industriais

Produtos farmacêuticos

Produtos Médicos Veterinários

Pesticidas

Aditivos de alimentação

Cosméticos e higiene pessoal

Biocidas

Outros produtos:

- Saneantes

- Corretivo para tratamentos de

efluentes e ecossistemas naturais

- Conservante de Madeiras

SISTEMA DE ACEITAÇÃO MÚTUA 

DE DADOS (MAD)



O mercado global de testes em animais US$

10,74 bilhões em 2019 e de testes alternativos

não animais foi avaliado em US$ 1,11 bilhão em

2019. Espera-se que este mercado cresça a um

TCAC de 10,40% durante 2019-2025 e com um

TCAC de 11,62% durante 2025-2035

RELATÓRIO DE 

ESTUDO BPL

TG 439 OECD

SISTEMA DE ACEITAÇÃO MÚTUA 

DE DADOS (MAD)



ESTRUTURA: Conselho (embaixadores dos países membros)

Comitês e Grupos de Trabalho

Secretariado

Working Party of National Co-ordinators of the Test Method Guidelines Programme

Working Party on Good Laboratory Practice

The Chemicals and Biotechnology Committee (CBC)

Working Party on Chemical Accidents

Working Party on Pollutant Release and 

Transfer Registers

Working Party on the Harmonisation of 

Regulatory Oversight in Biotechnology

Working Party on the Safety of Novel Foods 

and Feeds.

Working Party on Hazard Assessment

Working Party on Exposure Assessment

Working Party on Risk Management

Working Party on Manufactured 

Nanomaterials

Working Party on Pesticides

Working Party on Biocides
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Section 1: Physical Chemical Properties

12/05/1981 Test No. 101: UV-VIS Absorption Spectra

12/05/1981 Test No. 108: Complex Formation Ability in Water

12/05/1981 Test No. 110: Particle Size Distribution/ Fibre Length and Diameter Distributions

27/07/1995 Test No. 102: Melting Point/ Melting Range

27/07/1995 Test No. 103: Boiling Point

27/07/1995 Test No. 105: Water Solubility

27/07/1995 Test No. 107: Partition Coefficient (n-octanol/water): Shake Flask Method

27/07/1995 Test No. 115: Surface Tension of Aqueous Solutions

14/06/1996 Test No. 118: Determination of the Number-Average Molecular Weight and the Molecular Weight Distribution of Polymers using Gel 

Permeation Chromatography

14/06/1996 Test No. 119: Determination of the Low Molecular Weight Content of a Polymer Using Gel Permeation Chromatography

21/01/2000 Test No. 106: Adsorption -- Desorption Using a Batch Equilibrium Method

21/01/2000 Test No. 120: Solution/Extraction Behaviour of Polymers in Water

22/01/2001 Test No. 121: Estimation of the Adsorption Coefficient (Koc ) on Soil and on Sewage Sludge using High Performance Liquid 

Chromatography (HPLC)

23/11/2004 Test No. 111: Hydrolysis as a Function of pH

23/11/2004 Test No. 117: Partition Coefficient (n-octanol/water), HPLC Method

11/07/2006 Test No. 123: Partition Coefficient (1-Octanol/Water): Slow-Stirring Method

11/07/2006 Test No. 104: Vapour Pressure

11/10/2006 Summary of Considerations in the Report from the OECD Expert Group on Physical Chemistry

02/10/2012 Test No. 109: Density of Liquids and Solids

02/10/2012 Test No. 114: Viscosity of Liquids

26/07/2013 Test No. 122: Determination of pH, Acidity and Alkalinity



Section 1: Physical Chemical Properties

Project 1.3: TG on Determination of the (Volume) Specific Surface Area of Manufactured 

Nanomaterials (EU) 

Project 1.4: TG on particle size and size distribution of Manufactured Nanomaterials (GER)

Project 1.5: GD on Determination of solubility and dissolution rate of nanomaterials in water 

and relevant synthetic biological media (DNK/GER)

Project 1.6: GD on Identification and quantification of the surface chemistry and coatings on 

nano- and microscale materials (DNK/GER)

Project 1.7: TG on Determination of Surface Hydrophobicity of Manufactured nanomaterials (EU)

Project 1.8: TG on Determination of the Dustiness of Manufactured Nanomaterials (DNK/ FRA)

Project 1.10 GD on the determination of concentrations of nanoparticles in biological samples 

for (eco)toxicity studies (United Kingdom)

TG on Determination of the 

(Volume) Specific Surface Area 

of Manufactured Nanomaterials 

TG on particle size and size 

distribution of Manufactured 

Nanomaterials 

34ª  Reunião do WNT para 

aprovação!

SPSF



Section 2: Effects on Biotic Systems

Test No. 204: Fish, Prolonged Toxicity Test: 14-Day Study 04 Apr 1984

Test No. 205: Avian Dietary Toxicity Test 04 Apr 1984

Test No. 206: Avian Reproduction Test 04 Apr 1984

Test No. 207: Earthworm, Acute Toxicity Tests 04 Apr 1984

Test No. 212: Fish, Short-term Toxicity Test on Embryo and Sac-Fry 

Stages

21 Sep 1998

Test No. 213: Honeybees, Acute Oral Toxicity Test 21 Sep 1998

Test No. 214: Honeybees, Acute Contact Toxicity Test 21 Sep 1998

Test No. 215: Fish, Juvenile Growth Test 21/jan/00

Test No. 216: Soil Microorganisms: Nitrogen Transformation Test 21/jan/00

Test No. 217: Soil Microorganisms: Carbon Transformation Test 21/jan/00

Test No. 202: Daphnia sp. Acute Immobilisation Test 23/nov/04

Test No. 218: Sediment-Water Chironomid Toxicity Using Spiked 

Sediment

23/nov/04

Test No. 219: Sediment-Water Chironomid Toxicity Using Spiked 

Water

23/nov/04

Test No. 221: Lemna sp. Growth Inhibition Test 11/jul/06

Test No. 227: Terrestrial Plant Test: Vegetative Vigour Test 17 Aug 2006

Test No. 208: Terrestrial Plant Test: Seedling Emergence and Seedling 

Growth Test

17 Aug 2006

Test No. 224: Determination of the Inhibition of the Activity of 

Anaerobic Bacteria

25/jan/07

Test No. 225: Sediment-Water Lumbriculus Toxicity Test Using Spiked 

Sediment

15 Oct 2007

Test No. 230: 21-day Fish Assay 08 Sep 2009

Test No. 231: Amphibian Metamorphosis Assay 08 Sep 2009

Test No. 209: Activated Sludge, Respiration Inhibition Test (Carbon and Ammonium 

Oxidation)

23/jul/10

Test No. 233: Sediment-Water Chironomid Life-Cycle Toxicity Test Using Spiked Water 

or Spiked Sediment

23/jul/10

Test No. 201: Freshwater Alga and Cyanobacteria, Growth Inhibition Test 28/jul/11

Test No. 234: Fish Sexual Development Test 28/jul/11

Test No. 235: Chironomus sp., Acute Immobilisation Test 28/jul/11

Test No. 211: Daphnia magna Reproduction Test 02 Oct 2012

Test No. 229: Fish Short Term Reproduction Assay 02 Oct 2012

Test No. 236: Fish Embryo Acute Toxicity (FET) Test 26/jul/13

Test No. 237: Honey Bee (Apis Mellifera) Larval Toxicity Test, Single Exposure 26/jul/13

Test No. 210: Fish, Early-life Stage Toxicity Test 26/jul/13

Test No. 238: Sediment-Free Myriophyllum Spicatum Toxicity Test 26 Sep 2014

Test No. 239: Water-Sediment Myriophyllum Spicatum Toxicity Test 26 Sep 2014

Test No. 240: Medaka Extended One Generation Reproduction Test (MEOGRT) 28/jul/15

Test No. 241: The Larval Amphibian Growth and Development Assay (LAGDA) 28/jul/15

Test No. 242: Potamopyrgus antipodarum Reproduction Test 29/jul/16

Test No. 243: Lymnaea stagnalis Reproduction Test 29/jul/16

Test No. 220: Enchytraeid Reproduction Test 29/jul/16

Test No. 222: Earthworm Reproduction Test (Eisenia fetida/Eisenia andrei) 29/jul/16



Section 2: Effects on Biotic Systems

Test No. 223: Avian Acute Oral Toxicity Test 29/jul/16

Test No. 226: Predatory mite (Hypoaspis (Geolaelaps) aculeifer) 

reproduction test in soil

29/jul/16

Test No. 228: Determination of Developmental Toxicity to Dipteran Dung

Flies(Scathophaga stercoraria L. (Scathophagidae), Musca autumnalis De 

Geer (Muscidae))

29/jul/16

Test No. 232: Collembolan Reproduction Test in Soil 29/jul/16

Test No. 244: Protozoan Activated Sludge Inhibition Test 09 Oct 2017

Test No. 245: Honey Bee (Apis Mellifera L.), Chronic Oral Toxicity Test (10-

Day Feeding)

09 Oct 2017

Test No. 246: Bumblebee, Acute Contact Toxicity Test 09 Oct 2017

Test No. 247: Bumblebee, Acute Oral Toxicity Test 09 Oct 2017

Test No. 203: Fish, Acute Toxicity Test 18/jun/19

Test No. 248: Xenopus Eleutheroembryonic Thyroid Assay (XETA) 18/jun/19

Test No. 250: EASZY assay - Detection of Endocrine Active Substances, acting 

through estrogen receptors, using transgenic tg(cyp19a1b:GFP) Zebrafish 

embryos

17/jun/21

Test No. 249: Fish Cell Line Acute Toxicity - The RTgill-W1 cell line assay 18/jun/21



Section 2: Effects on Biotic Systems

2.47 New TG on Determination of Effects of Earthworms in Field Studies GER

2.51 Guidance Document on Aquatic (and Sediment) Toxicity Testing of Nanomaterials CA, US

2.54 Guidance Document on IATA for fish acute toxicity AT

2.55 Use and analysis of control fish in toxicity studies EC

2.57 Guidance Document on Juvenile medaka anti-androgen screening assay JP

2.58 Short-term Juvenile Hormone Activity Screening Assay using Daphnia magna JP

2.59 Zebrafish Extended One Generation Reproduction Test (ZEOGRT) GER

2.60
Test Guideline: Homing flight test on honeybee (Apis mellifera L.) after single exposure 

to sublethal doses
FR

2.61 New TG RADAR assay – Rapid Androgen Disruption Animal Replacement assay UK/FR

2.62 Growth Inhibition Test for the Rooted, Emergent Aquatic Macrophyte, Glyceria maxima NL/UK

2.64 Inclusion of thyroid endpoints in OECD fish tests DK

2.65 Acute Contact Toxicity Test for the solitary living Mason Bee (Osmia spp.) CH

2.66 REACTIV (Rapid Estrogen Activity In Vitro) Assay FR/UK/JP

2.67
Revision of Freshwater Alga and Cyanobacteria, Growth Inhibition Test 

(TG201) relating to algal strain New
JP

SPSF

TG for the Rapid Androgen 

Disruption Activity Report 

(RADAR) assay

34ª  Reunião do WNT para 

aprovação!



Section 3: Environmental Fate and Behaviour

Test No. 301: Ready Biodegradability 17/jul/92

Test No. 302A: Inherent Biodegradability: Modified SCAS Test 12 May 1981

Test No. 302B: Inherent Biodegradability: Zahn-Wellens/ EVPA Test 17/jul/92

Test No. 302C: Inherent Biodegradability: Modified MITI Test (II) 08 Sep 2009

Test No. 303: Simulation Test - Aerobic Sewage Treatment -- A: Activated Sludge Units; B: Biofilms 22/jan/01

Test No. 304A: Inherent Biodegradability in Soil 12 May 1981

Test No. 305: Bioaccumulation in Fish: Aqueous and Dietary Exposure 02 Oct 2012

Test No. 306: Biodegradability in Seawater 07/jul/92

Test No. 307: Aerobic and Anaerobic Transformation in Soil 24 Apr 2002

Test No. 308: Aerobic and Anaerobic Transformation in Aquatic Sediment Systems 24 Apr 2002

Test No. 309: Aerobic Mineralisation in Surface Water – Simulation Biodegradation Test 23/nov/04

Test No. 310: Ready Biodegradability - CO2 in sealed vessels (Headspace Test) 26 Sep 2014

Test No. 311: Anaerobic Biodegradability of Organic Compounds in Digested Sludge: by Measurement of Gas Production 11/jul/06

Test No. 312: Leaching in Soil Columns 23/nov/04

Test No. 313: Estimation of Emissions from Preservative - Treated Wood to the Environment 15 Oct 2007

Test No. 314: Simulation Tests to Assess the Biodegradability of Chemicals Discharged in Wastewater 16 Oct 2008

Test No. 315: Bioaccumulation in Sediment-dwelling Benthic Oligochaetes 16 Oct 2008

Test No. 316: Phototransformation of Chemicals in Water – Direct Photolysis 16 Oct 2008

Test No. 317: Bioaccumulation in Terrestrial Oligochaetes 23/jul/10

Test No. 318: Dispersion Stability of Nanomaterials in Simulated Environmental Media 09 Oct 2017

Test No. 319A: Determination of in vitro intrinsic clearance using cryopreserved rainbow trout hepatocytes (RT-HEP) 07/jun/18

Test No. 319B: Determination of in vitro intrinsic clearance using rainbow trout liver S9 sub-cellular fraction (RT-S9) 27/jun/18



Section 3: Environmental Fate and Behaviour

3.8 New TG on Agglomeration behaviour of nanomaterials in different aquatic media GER

3.9
Decision - Tree for Dispersion and Dissolution Behaviour of Nanomaterials in Aquatic 

Media
GER

3.10 New TG on Dissolution Rate of Nanomaterials in Aquatic Environement US

3.11 New TG for Nanomaterial Removal from Wastewater US

3.12 New GD on Assessing the Apparent Accummulation Potential for Nanomaterials UK, FI, SP

3.14
Guidance Document supporting OECD TG 312 (soil leaching) for the testing of 

nanomaterials
GER

3.15 New Test Guideline to determine the uptake of chemicals by plant roots GER

3.16 Environmental abiotic transformation of nanomaterials AT

3.17 Hyalella azteca Bioconcentration Test (HYBIT) FR/GER

3.18 Anaerobic Transformation of Chemicals in Liquid Manure Ger

3.19
A new Test Guideline for a marine biodegradation screening test for chemical 

persistence assessment (MaP test) New
UK

TG to determine Anaerobic 

Transformation of Chemicals in 

Liquid Manure

34ª  Reunião do WNT para 

aprovação!

SPSF
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Section 4: Health Effects

Test No. 425: Acute Oral Toxicity: Up-and-Down Procedure

Test No. 426: Developmental Neurotoxicity Study

Test No. 427: Skin Absorption: In Vivo Method

Test No. 429: Skin Sensitisation

Test No. 433: Acute Inhalation Toxicity: Fixed Concentration Procedure

Test No. 436: Acute Inhalation Toxicity – Acute Toxic Class Method

Test No. 440: Uterotrophic Bioassay in Rodents

Test No. 441: Hershberger Bioassay in Rats

Test No. 442A: Skin Sensitization

Test No. 442B: Skin Sensitization

Test No. 443: Extended One-Generation Reproductive Toxicity Study

Test No. 451: Carcinogenicity Studies

Test No. 452: Chronic Toxicity Studies

Test No. 453: Combined Chronic Toxicity/Carcinogenicity Studies

Test No. 471: Bacterial Reverse Mutation Test

Test No. 474: Mammalian Erythrocyte Micronucleus Test

Test No. 475: Mammalian Bone Marrow Chromosomal Aberration Test

Test No. 477: Genetic Toxicology: Sex-Linked Recessive Lethal Test in Drosophila melanogaster

Test No. 478: Rodent Dominant Lethal Test

Test No. 480: Genetic Toxicology: Saccharomyces cerevisiae, Gene Mutation Assay

Test No. 481: Genetic Toxicology: Saacharomyces cerevisiae, Miotic Recombination Assay

Test No. 483: Mammalian Spermatogonial Chromosomal Aberration Test

Test No. 484: Genetic Toxicology: Mouse Spot Test

Test No. 485: Genetic toxicology, Mouse Heritable Translocation Assay

Test No. 488: Transgenic Rodent Somatic and Germ Cell Gene Mutation Assays

Test No. 489: In Vivo Mammalian Alkaline Comet Assay

Test No. 401: Acute Oral Toxicity

Test No. 402: Acute Dermal Toxicity

Test No. 403: Acute Inhalation Toxicity

Test No. 404: Acute Dermal Irritation/Corrosion

Test No. 405: Acute Eye Irritation/Corrosion

Test No. 406: Skin Sensitisation

Test No. 407: Repeated Dose 28-day Oral Toxicity Study in Rodents

Test No. 408: Repeated Dose 90-Day Oral Toxicity Study in Rodents

Test No. 409: Repeated Dose 90-Day Oral Toxicity Study in Non-Rodents

Test No. 410: Repeated Dose Dermal Toxicity: 21/28-day Study

Test No. 411: Subchronic Dermal Toxicity: 90-day Study

Test No. 412: Subacute Inhalation Toxicity: 28-Day Study

Test No. 413: Subchronic Inhalation Toxicity: 90-day Study

Test No. 414: Prenatal Developmental Toxicity Study

Test No. 415: One-Generation Reproduction Toxicity Study

Test No. 416: Two-Generation Reproduction Toxicity

Test No. 417: Toxicokinetics

Test No. 418: Delayed Neurotoxicity of Organophosphorus Substances Following Acute 

Exposure

Test No. 419: Delayed Neurotoxicity of Organophosphorus Substances: 28-day Repeated Dose 

Study

Test No. 420: Acute Oral Toxicity - Fixed Dose Procedure

Test No. 421: Reproduction/Developmental Toxicity Screening Test

Test No. 422: Combined Repeated Dose Toxicity Study with the Reproduction/Developmental 

Toxicity Screening Test

Test No. 423: Acute Oral toxicity - Acute Toxic Class Method

Test No. 424: Neurotoxicity Study in Rodents



Section 4: Health Effects

Test No. 428: Skin Absorption: In Vitro Method

Test No. 430: In Vitro Skin Corrosion: Transcutaneous Electrical Resistance Test Method (TER)

Test No. 431: In vitro skin corrosion: reconstructed human epidermis (RHE) test method

Test No. 432: In Vitro 3T3 NRU Phototoxicity Test

Test No. 435: In Vitro Membrane Barrier Test Method for Skin Corrosion

Test No. 437: Bovine Corneal Opacity and Permeability Test Method for Identifying i) Chemicals 

Inducing Serious Eye Damage and ii) Chemicals Not Requiring Classification for Eye Irritation or 

Serious Eye Damage

Test No. 438: Isolated Chicken Eye Test Method for Identifying i) Chemicals Inducing Serious Eye 

Damage and ii) Chemicals Not Requiring Classification for Eye Irritation or Serious Eye Damage

Test No. 439: In Vitro Skin Irritation: Reconstructed Human Epidermis Test Method

Test No. 442C: In Chemico Skin Sensitisation

Test No. 442D: In Vitro Skin Sensitisation

Test No. 442E: In Vitro Skin Sensitisation

Test No. 455: Performance-Based Test Guideline for Stably Transfected Transactivation In Vitro 

Assays to Detect Estrogen Receptor Agonists and Antagonists

Test No. 456: H295R Steroidogenesis Assay

Test No. 457: BG1Luc Estrogen Receptor Transactivation Test Method for Identifying Estrogen 

Receptor Agonists and Antagonists

Test No. 458: Stably Transfected Human Androgen Receptor Transcriptional Activation Assay for 

Detection of Androgenic Agonist and Antagonist Activity of Chemicals

Test No. 460: Fluorescein Leakage Test Method for Identifying Ocular Corrosives and Severe Irritants



Section 4: Health Effects

Test No. 473: In Vitro Mammalian Chromosomal Aberration Test

Test No. 476: In Vitro Mammalian Cell Gene Mutation Tests using the Hprt and xprt genes

Test No. 479: Genetic Toxicology: In vitro Sister Chromatid Exchange Assay in Mammalian 

Cells

Test No. 486: Unscheduled DNA Synthesis (UDS) Test with Mammalian Liver Cells in vivo

Test No. 487: In Vitro Mammalian Cell Micronucleus Test

Test No. 490: In Vitro Mammalian Cell Gene Mutation Tests Using the Thymidine Kinase Gene

Test No. 491: Short Time Exposure In Vitro Test Method for Identifying i) Chemicals Inducing 

Serious Eye Damage and ii) Chemicals Not Requiring Classification for Eye Irritation or Serious 

Eye Damage

Test No. 492: Reconstructed human Cornea-like Epithelium (RhCE) test method for identifying 

chemicals not requiring classification and labelling for eye irritation or serious eye damage

Test No. 493: Performance-Based Test Guideline for Human Recombinant Estrogen Receptor 

(hrER) In Vitro Assays to Detect Chemicals with ER Binding Affinity

Test No. 494: Vitrigel-Eye Irritancy Test Method for Identifying Chemicals Not Requiring 

Classification and Labelling for Eye Irritation or Serious Eye Damage

Test No. 495: Ros (Reactive Oxygen Species) Assay for Photoreactivity

Test No. 496: In vitro Macromolecular Test Method for Identifying Chemicals Inducing Serious 

Eye Damage and Chemicals Not Requiring Classification for Eye Irritation or Serious Eye 

Damage

Guideline No. 497: Defined Approaches on Skin Sensitisation

Test No. 498: In vitro Phototoxicity - Reconstructed Human Epidermis 

Phototoxicity test method



Section 4: Health Effects

SPSF

>30 projetos: maioria sobre metodologias livre de animais para

irritação cutânea e ocular, sensibilização dérmica, genotoxicidade,

neurotoxicidade embrionária, imunotoxicidade e identificação e

desreguladores endócrinos.

4.73 New TG: Performance-Based Test Guideline on AR Transactivation Assays EC

4.76

Performance-Based Test Guideline for the Establishment on Human-derived hepatic system 

to investigate biotransformation and toxicity of compounds by evaluation of CYP450 induction 

comptence

EC

4.77 Feasibility Study for a Guidance Document on Study Designs to be used in revision of TGs NL

4.78 Updated TG 488, Transgenic Rodent Somatic and Germ Cell Gene Mutation Assays CAN

4.93
Developing a new Test Guideline for the Pig-a Assay an in vivo Gene Mutation Assay that 

Promotes the 3R principles
US

4.94
Two stage IATA for non-genotoxic carcinogens project: 1. Thought starter ; 2. Development of na 

IATA for non-genotoxic carcinogens
UK

4.95
Guidance Document on the Adaptation of In Vitro Mammalian Cell Based Genotoxicity TGs for

EC
Testing of Manufactured Nanomaterials

4.97 Detailed Review Paper on the Retinoid System SE

4.98
Development of a set of reference chemicals for testing in vitro metabolism systems in

UK
Estrogen-Androgen-Steroidogenesis assays

4.99
Androgen-Receptor Transactivation assay for the detection of compounds with (anti)androgenic

KO
potential using 22Rv1/MMTV cells

4.106

Genomic Assay Rapid Detection test for skin (GARDskin) test: An in vitro method for 

identification of skin sensitizers based on a genomic interpretation of the impact of chemicals 

on human dendritic cell-like cells (AOP key event 3)

SE

34ª  Reunião do WNT para 

aprovação!



Section 4: Health Effects

SPSF

>30 projetos: maioria sobre metodologias livre de animais para

irritação cutânea e ocular, sensibilização dérmica, genotoxicidade,

neurotoxicidade embrionária, imunotoxicidade e identificação e

desreguladores endócrinos.
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4.107
Toxicogenomic analysis on 3D reconstituted epidermis for measuring skin sensitization 

potency–the SENS-IS assay
FR

4.109 Miniaturized Ames Microplate Fluctuation Assay (Ames MFA) in a liquid format
BE/NL/U

S

4.114 Update of TG 437 for inclusion of laser light-based opacitometer (LLBO) BE

4.115
Update of Guidance Document 28, Guidance Notes 156 and possibly TG 428 on skin 

absorption
EFSA

4.116 Performance-Based Test Guideline on Defined Approach(es) for skin sensitisation
EC/US/C

AN

4.118
Update of TG 442E on in vitro skin sensitisation ARE- Nrf2 luceriferase for use of animal-

free serum
UK

4.119
Update of TG 455 with introduction of a metabolic step in the ERalpha CALUX 

transactivation bioassay for ER
NL

4.120

Update of TG 458 with introduction of a metabolic step in the AR CALUX transactivation 

bioassay for (ant-)agonist of AR NL
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SPSF

>30 projetos: maioria sobre metodologias livre de animais para

irritação cutânea e ocular, sensibilização dérmica, genotoxicidade,

neurotoxicidade embrionária, imunotoxicidade e identificação e

desreguladores endócrinos.

34ª  Reunião do WNT para 

aprovação!

4.123
Review and feasibility of an Embryonnic Stem Cell Test: in vitro assay detecting disruption

JP
to differentiation of rodent embryonnic stem cells into cardiomyocytes using the Hand1 gene

4.124 New Guidance Document on Developmental Neurotoxicity (DNT) in vitro assays
EFSA/EC/

US/DEN

4.125
Detailed Review Paper on ToxTracker assay: a stem-cell-based reporter assay for mechanistic

NL
carcinogenicity hazard assessment

4.132
A feasibility study for establishing TGs for in vitro human hepatic metabolic clearance and 

metabolite formation
NL

4.133
Applicability of the key event based Test Guideline 442D for in vitro skin sensitisation testing 

of nanomaterials
CH

4.134
Detailed Review Paper on application and interpretation of in vitro immune-toxicity 

assays and definition of a tiered approach to testing and assessment
JP

4.135
Revision of the TG 491 Applicability Domain for the Short Time Exposure Test Method for 

Ocular Toxicity Predictions
JP

4.136
Two Defined Approaches for Ocular Toxicity Predictions Based on in vitro Bottom-Up 

Approach Combined with Physico-Chemical Properties
FR

4.137
The kinetic Direct Peptide Reactivity Assay (kDPRA): An in chemico Method to characterize the 

Skin Sensitisation Potency of Chemicals
CH/GER

4.138
In Vitro Phototoxicity Test Using the Reconstructed Human Epidermis (RhE) for Identifying 

Phototoxic Chemicals Upon Exposure to Skin- PERFORMANCE STANDARDS
US

4.139 In vitro genotoxicity test for dermal exposure using 3D models FR/GER
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SPSF

>30 projetos: maioria sobre metodologias livre de animais para

irritação cutânea e ocular, sensibilização dérmica, genotoxicidade,

neurotoxicidade embrionária, imunotoxicidade e identificação e

desreguladores endócrinos.

34ª  Reunião do WNT para 

aprovação!

4.140
Inclusion of the LbL-3D Skin model skin irritation test to OECD test guideline 439 validated 

reference method
JP

4.141
Revision of Appendix II in Test Guideline 442C: Amino acid Derivative Reactivity Assay 

(ADRA) for predicting sensitization potential
JP

4.142
Revision of OECD TG 439 to include a new me-too reconstructed human epidermis test method 

– KeraSkin™ skin irritation test
KO

4.143

Implementation of the SkinEthic™ Human Corneal Epithelium (HCE) Eye Irritation Time to 

Toxicity Test (TTL-TTS) for identifying chemicals not requiring a classification for eye 

irritation and serious eye damage under UN GHS in the existing Test Guideline 492.

FR

4.144
Revision of the TG 494 for the Vitrigel-Eye Irritancy Test Method for Identifying Chemicals not 

requiring Classification and Labelling for Eye Irritation or Serious Eye Damage
JP

4.145
Guidance document on an integrated approach on testing and assessment (IATA) for 

phototoxicity
JP

4.146 Development of new Test Guideline on toxicokinetics to accommodate testing of nano-particles NL/UK

4.147 Detailed Review Paper on the State of the Art of Metabolic Disruption by Chemicals
NL/UK/SE/G

ER/DK

4.148
The modification of the prediction model of the IL-8 Lu assay (OECD TG442E) to improve 

its performance New
JP

4.149
Development of Test guideline for identifying the immunotoxic potential of chemicals using 

the IL-2 Luc assay New
JP

4.150 New TG on the CYP induction New UK



Section 5: Other Test Guidelines

Section 5 – Part A - TEST GUIDELINES ON PESTICIDE RESIDUES CHEMISTRY

Introduction to OECD Test Guidelines on Pesticide Residues Chemistry - Section 5 Part A
26/jul/13

Test No. 501: Metabolism in Crops 25/jan/07

Test No. 502: Metabolism in Rotational Crops 25/jan/07

Test No. 503: Metabolism in Livestock 25/jan/07

Test No. 504: Residues in Rotational Crops (Limited Field Studies)
25/jan/07

Test No. 505: Residues in Livestock 25/jan/07

Test No 506: Stability of Pesticide Residues in Stored Commodities
15 Oct 2007

Test No. 507: Nature of the Pesticide Residues in Processed Commodities - High Temperature Hydrolysis
15 Oct 2007

Test No. 508: Magnitude of the Pesticide Residues in Processed Commodities
16 Oct 2008

Test No. 509: Crop Field Trial 17/jun/21

5.6
Development of efficacy Test Guidelines and Guidance Document for public health antimicrobial

biocides used on hard surfaces

5.16 Guidance Document on Laboratory Assays for Evaluating the Efficacy of Biocides against Bed Bugs

5.17 Guidance Document on the Testing of Efficacy of Baits against Tropical Ants

SPSF
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2014 2019 2024

CONCEA NR 45, 2019

1 Método Alternativo para 

testes em animais

2021

CONCEA NR 31, 2016

7 Métodos Alternativos para 
testes em animais

CONCEA NR 18, 2014

17 métodos alternativos para 
testes em animais

CONCEA NR 17, 2014
Reconhece métodos 

alternativos validados para 
pesquisa científica de 

acordo com o Princípio 
3Rs.

2008

Lei 11.784,  2008 

CONCEA 

Nenhum escopo definido

Corrosão/Irritação da

Pele: OCDE TG 430, 431,

435 e 439;

Corrosão dos olhos:

OCDE TG 437, 438 e 460;

Fototoxicidade: OCDE TG

432;

Absorção de Pele: OCDE

TG 428;

Sensibilização da Pele:

OCDE TG 429, 442A e

442B;

Toxicidade Aguda: OCDE

TG 420, 423, 425 e GD

129*;

Genotoxicidade: OCDE

TG 487

Corrosão/Irritação dos

Olhos: OCDE TG 491 e

492;

Sensibilização da Pele:

OCDE TG 442C e 442D;

Reprodução/Toxicidad

e do Desenvolvimento:

OCDE TG 421 e 422)

Avaliação da 

contaminação pirogênica 

em produtos injetáveis:

Teste de ativação de 

monócitos (MAT) 

(Farmacopia brasileira)

2025

CONCEA NR XX, 2021

16 Método Alternativo 
para testes em animais

I - Saúde humana

- 1-Sensibilização dérmica 

- OECD TG 442E

- 2 Efeitos estrogênicos 

- OECD TG 455

- OECD TG 493

- 3 – Efeitos endócrinos 

- OECD TG 456 

- 4 – Efeitos androgênicos 

- OECD TG 458

- 5 – Mutagenicidade

- OECD TG 471

- OECD TG 473

- OECD TG 476 

- OECD TG 490

- 6 – Irritação/corrosão ocular 

- OECD TG 494

- OECD TG 496

7 – Fotorreatividade

OECD TG 495

II – Efeitos em sistemas 

bióticos 

OECD TG 212  

OECD TG 236 

OECD TG 319-A 

OECD TG 319-B

RENAMA

BRASIL
SISTEMA 

MAD

PReMASUL
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