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WRITTEN QUESTION E-5227/09
by Caroline Lucas (Verts/ALE)
to the Commission

Subject: Replacement of mouse bioassay for detection of paralytic shellfish poisons

In November 2006, Regulation (EC) No 2074/20051 was amended by Regulation (EC) No 1664/20062 
to permit use of the Lawrence method for the detection of paralytic shellfish poisons (PSPs). The 
Lawrence method provides a humane and effective alternative to the antiquated and inhumane 
mouse bioassay (MBA) for detection of PSPs and under the requirements of Directive 86/609/EEC3 
must be used where reasonably and practically available to replace the MBA. 

In answer to my Written Question E-0844/08, the Commission stated in April 2008 that 'harmonisation 
and validation of the implementing steps of the Lawrence method by the Community Reference 
Laboratory for the marine biotoxins has not yet been successfully completed for all relevant toxins and 
matrices, and, therefore, the mouse bioassay still remains the reference method for the PSP detection 
pending these validations'. Since then, in its Scientific Opinion issued on August 13 2009, the 
European Food Safety Authority recommended an acute reference dose for saxitoxins (the main class 
of PSP) lower than the current EU regulatory limit and noted that the MBA is unable to quantify toxins 
at this new lower level.

I would like to ask the Commission to provide an update on the progress of the harmonisation and 
validation work, and to answer the following questions in particular:

1. How many standards currently exist for individual toxins in the PSP group and how many have 
yet to be put in place? 

2. Can the Commission confirm that the mouse bioassay is no longer used by Member State 
laboratories to test for toxins which have standards in place wherever there is no requirement to 
also test for other toxins?

3. Finally, can the Commission explain the process for establishing the remaining reference 
standards, for implementing their use in Member States and the expected timeline for completion 
of this critical step in completely replacing the MBA for detection of PSPs.

4. Given that it is now three years since Regulation EC 1664/2006 amended the law to permit use 
of non-animal methods, does the Commission agree that additional resources are required to 
hasten the full implementation of the Lawrence method for PSPs? 
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