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ESAC Statement on the status of validation of the uterotrophic assay 

At the 22nd meeting of the ECVAM Scientific Advisory Committee (the ESAC) held 14 -15 February, 2005, the outcome of the recent OECD Endocrine Disruptor Testing and Assessment (EDTA) committee meeting regarding the uterotrophic assay was discussed.  

The ESAC understands that, at the meeting of the EDTA, it was concluded that the uterotrophic test has been validated for the purposes intended for the assay.  This decision was taken, despite the fact that a final report of the peer review panel has yet to be produced.  

The peer review was organised and managed by the OECD and involved members, some of whom were part of the validation study itself.  As a consequence, the ESAC cannot accept that the validation study has been endorsed properly, by an independent peer review process.  

The ESAC is particularly concerned that the decision by the EDTA contravenes the processes laid down for the peer review of validation studies, by the OECD in its draft guidance document 34, and as recommended by ICCVAM and ECVAM.

One of the roles of the ESAC is to make formal recommendations on the scientific validity of alternative and advanced methods and to endorse validation studies.  Such independent advice is provided to the European Commission.  From the information available, the ESAC believes that a robust and defensible peer review process for the validation study of the uterotrophic assay has not demonstrably been conducted, and that this sets an unacceptable precedent for future validation studies and their peer reviews.

The ESAC considers that there should be a proper peer review, which should be organised and coordinated completely independently of the OECD, and which should be fully transparent.  The peer review panel should comprise individuals who have no conflicts of interest, but who are experienced in the science involved in the assay and in the process of validation, in order to achieve an objective evaluation of the validation study.  

Thomas Hartung 






Jan van der Valk

Head of Unit, ECVAM 





Moderator of ESAC

Ispra 15/2/2005 






Ispra 15/2/2005
Non-Commission Members of the ESAC present at the 22nd ESAC Meeting:

Dr Nathalie Alépée (EFPIA)

Dr Sonja Beken (Belgium)

Dr Argelia Castaño (Spain)

Professor Robert Combes (ERGATT)

Dr Maija Dambrova (Latvia)

Professor André Guillouzo (France)

Dr Julia Fentem (ECETOC)

Dr Katalin Horvath (Hungary)

Professor Elisabeth Knudsen (Denmark)

Dr Manfred Liebsch (Germany)

Dr Mykolas Maurica (Lithuania)

Dr Efstathios Nikolaidis (Greece)

Professor Milan Pogačnik (Slovenia)

Dr Jon Richmond (UK)

Professor Michael Ryan (Ireland)

Dr Odile de Silva (COLIPA)

Dr Dariusz Sladowski (Poland)

Dr Annalaura Stammati (Italy)

Professor Eric Tschirhart (Luxembourg)
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