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ICATM Flam work 

ICATM is a voluntary international cooperation of national organizations: Canada, the European Union, Japan, 
South Korea, and the United States.  
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Acute Contact Dermatitis Test Methods 1 

Method Current status Lead 
Organization 

International 
acceptance 

Murine Local lymph 

Node Assay  (LLNA)  

Completed OECD TG 429 

(2002), ISO (2002) 

Updated LLNA  Completed Updated OECD TG 

429 (2010), ISO 

(2010) 

Reduced LLNA 

(rLLNA) 

Completed 

 

Updated OECD TG 

429 (2010) 

LLNA:DA Completed 

 

OECD TG442A 

(2010) 

LLNA:BrdU-ELISA Completed 

 

OECD TG 442B 

(2010) 

Harminized 

performance 

standard for the 

LLNA 

Completed 

 

Updated OECD TG 

429 (2010) 
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Acute Contact Dermatitis Test Methods 2 
Method Current status Lead Organization International 

acceptance 

Nonradioactive 

LLNA protocol 

(LLNA: BrdU-Flow 

Cytometry) 

- ICCVAM international 

peer review, 2009 

- Recommendations 

pending a review of 

lead laboratory data 

and inter-laboratory 

study.  

KoCVAM validation study 

planned 

NICEATM-ICCVAM, 

KoCVAM 

In vitro skin 

sensitization assays 

(h-CLAT; DPRA; 

MUSST) 

Multi-laboratory validation 

ends in August 2012 (h-

CLAT and MUSST). DPRA 

peer review is ongoing. 

EURL ECVAM; JaCVAM 

and NICEATM-ICCVAM 

VMT liaison members 

Proposal for an 

Adverse Outcome 

Pathway for skin 

sensitization has 

been approved by the 

OECD. SPSFs 

approved for the 

DPRA, Keratinosens 

and h-CLAT. 

In vitro skin 

sensitization assay 

KeratinoSens 

External Validation Study, 

peer review ongoing 

EURL ECVAM SPSF approved 

In vitro skin 

sensitization assay 

IL-8 Luc assay 

METI-sponsored validation 

study ongoing 

JaCVAM; EURL ECVAM, 

NICEATM-ICCVAM, 

KoCVAM and Health 

Canada VMT liaisons 
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JaCVAM correlated International validation 

studies for skin sensitization assay 

1. LLNA:DA 

2. LLNA:BrdU-ELISA 

3. h-CLAT assay (with ECVAM) 

4.  IL-8 reporter gene assay (with ICATM) 
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G3PDH promoter 

IL-8 reporter gene assay (Il-8 Luc assay) 

SLO 

IL-8 promoter 

THP-1 

TGC17EA01 
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Name Role and expertise Affiliation 

Trial Coordinator 

Noriho Tanaka 
VMT Chairperson, HRI and OTIP, Japan 

Lead Lab 

Yutaka Kimura* 

Setsuya Aiba** 

*VMT Co-chair  

**Developer of this assay 

Test method, expertise underlying 

science 

Tohoku Univ., Japan 

Hajime Kojima Management of quality control  
JaCVAM, NIHS, Japan 

(JaCVAM representative) 

Takashi Omori Data analysis, biostatistics dossier Doshisha Univ., Japan 

Liaison members 

ECVAM liaison 

Emanuela Corcini 

Test system expertise, multi-study 

validation expertise, immunotoxicity 

expertise 

Mila Univ., Italy 

ICCVAM liaison 

Warren Casey 

Test system expertise, multi-study 

validation expertise 
NICEATM, USA 

KoCVAM liaison 

Ai-Young Lee  

Test system expertise, multi-study 

validation expertise 
KoCVAM, Korea 

Main members for IL-8 Luc assay Validation Management Team  
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Stages of IL-8 Luc assay validation study  
under Modular approach 

Module 2:   Within-lab Reproducibility (5 coded) 

Module 3:   Transferability 

                      Phase 0 (finished)     10 non-coded   

Module 4:   Between-Lab Reproducibility  

                     Phase I         20 coded 

 Module 5:   Predictive capacity             

                     Phase II         ?? coded  

  

  

Present 
 time 
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AOP and IATA 

13 



14 



15 



OECD strategy for Regulatory acceptance 
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AOP TG IATA 

TG 

TG 

TG 

A guidance document on the 
Evaluation and Application of 
Integrated Approaches to Testing 
and Assessment （IATA)  
 TG: Test Guideline 

AOP: Adverse 
Outcome Pathway 



Maximization 
or Buehler  
test using 
guinea pig 

Local Lymph 
Node assay  

(LLNA) 

Adverse Outcome Pathways on skin sensitization 

assay 

H-CLAT,  
MUSST?,  

IL-8 Luc assay? 

KeratinoSense 
 

DPRA 

DCs 

Keratinocytes 
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Thank you for your attention 
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