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WRITTEN QUESTION E-5228/09
by Caroline Lucas (Verts/ALE)
to the Commission

Subject: Replacement of the mouse bioassay for detection of diarrhetic shellfish poisons

In August, the European Food Safety Authority issued its Scientific Opinion on marine biotoxins in 
shellfish – Summary on regulated marine biotoxins (Question No EFSA-Q-2009-00685). The Opinion 
noted that the mouse bioassay (MBA) currently used for detection of lipophilic biotoxins 'has 
shortcomings and is not considered an appropriate tool for control purposes because of the high 
variability in results, the insufficient detection capability and the limited specificity'. 

Since then, reports indicate that the Commission is taking steps to end the use of the MBA and that it 
hopes to introduce the use of analytical methods by spring 2010. In 2006, Regulation (EC) No 
2074/20051 was amended to permit the use of analytical methods to replace the use of the MBA in 
the detection of the class of paralytic shellfish poisons. However, almost three years later 
implementing steps for the validation and harmonisation of these methods have not been completed 
for this class of toxins and the MBA continues to be used. 

I would like to ask the Commission about its plans regarding replacement of the MBA for diarrhetic 
shellfish poisons (DSPs), and in particular I would like to know:

Does the Commission intend to amend Regulation (EC) No 2074/2005 to specify the use of analytical 
methods as the reference method for DSPs?

Does the Commission anticipate that an LC MS method can be fully validated for all classes of DSPs 
by spring 2010?

If not, when does the Commission anticipate the complete replacement of the MBA with analytical 
methods for the detection of DSPs?

What steps will the Commission take to ensure that full validation and the establishment of reference 
standards for all categories of toxins take place as soon as possible so that the use of the MBA can 
be ended at the earliest possible opportunity?
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